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———
WHAT HAPPENED AT HPRU

CENTRAL ROUTINE LAB [CRL]?

« FBC (EDTA tube) test was processed by a medical
technologist

 The sample was clotted

 The med tech failed to notify the site involved on
the day the incident occurred

« The COMMENT was entered, authorised and
verified by Med Tech 1 BUT Med tech 2 didn’t
release the PTID so the result - pdf on email didn’t
go out within 24hours and a hard copy wasn't
printed for the site

http://www.noc.nhs.uk
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WHAT HAPPENED AT HPRU

CENTRAL ROUTINE LAB [CRL]?

}_  HIV PREVENTION RESEARCH UNIT (i
MRC  CENTRAL ROUTINE LABORATORY %4

F4 Flgor, Village Market, 123 Jun Hofmeyr Bosd, Westvillc
03 e TRIN, Cverpart, S, Kvatabs Nutsl, Seuth Africs
Tk #3701 T4T3600 Fan: +37-91-2425800

FINAL PATHOLOGY REPORT

Participant 1D A Lab Rel No

Visit - Visit Code 3 Quantarly(M3) - 02.0 Specimen No
Study Name T MITN 020 Collection Date & Tiove: 10jan2013 09:22
Site Name P 2 Reechved Date & Time 10042013 14:27
DOR : Report Date & Time i 10a2013 14:21
Age = 30 years Hepurt Ne + 26001
Sex = Fennle
Welght NA
Hacaatalory Sumple Type:  Blood
Tests ordered: FIOC Difr
Test Tesalt Hef Indicator Tef Range DAIDS Grading
Sample Rejecied Ves
Rejection Reason FIIC Sample Clattod
Comment Plense send repeal sample,

‘Repered by P 1712013 13:53
Authorised by W L2013 14:21 Paga tert

ey
b Mansger) s B Maharaj MT 79424
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LABORATORY MANAGEMENT REVIEW

MRC HPRU Laboratory follows Laboratory Management
Review and troubleshooting using the RASPAE Model
that the Lab Manager has presented at M2012
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———
ROOT CAUSE INVESTIGATION

At Clinic level-Laboratory site staff

 The medical technologist at site failed to track the e-version
result within 24 hours (NB: The TAT for an e-version lab result
Is 24 hours and 48 hours for a hard copy lab report)

 The lab QA/QC RA failed to track the hard copy lab report
within 48 hours

At MRC HPRU CRL
 Three working days later at the MRC HPRU CRL a LIMS incomplete
specimen report was printed and it was noted that the PTID result had not

been released on the system

 The e-version was then sent immediately to site HOWEVER the
participants window period had closed on the day the LIMS incomplete
specimen report was printed and therefore the participant ®couldn’t be

called in. o MTN
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ANALYSIS OF DATA

At Clinic level-Laboratory site staff
e There was no eversion result at site

 There was no hard copy result at site
* No emails of request to the MRC HPRU CRL within the 24-48hours period

« The participant schedule database showed - Window period was near end,
if repeat was requested this would be out of window period and a PD

At MRC HPRU CRL

Ao %W A

e FeEne

 LIMS incomplete specimen report was printed
= —*% 3 days later

-~ © =~ e LIMSillustrated that Med tech 2 failed

e = - . ot

HEe B b to press release icon to release

= g the result ‘
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s
SOLUTION IDENTIFICATION, SELECTION AND

IMPLEMENTATION, CORRECTIVE ACTION

 The site med tech and lab ga qc ra failed to follow up on the result as per JD

« The CRL med tech failed to notify site about the clotted FBC tube within
24hrs

 CRL did not print the report as the results were released and the PTID was
not verified with the lab report



m——
SOLUTION IDENTIFICATION, SELECTION AND

IMPLEMENTATION, CORRECTIVE ACTION

Corrective action

Investigation with supporting documents reviewed
Minuted meeting with the lab manager and staff members involved
CRL completed Laboratory incident report and sample rejection log

Site completed a laboratory note to file [LN2F] explaining the incident to
place with the lab report

Lab manager reviewed and approved the incident report & LN2F
Site contacted the participant to visit the clinic for a repeat FBC blood draw
Participant returned to site for the repeat blood draw but her month 3 window

was closed therefore this is regarded as a protocol deviation *®
as a missed test under code 15 on PD CRF ¢
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OLUTION IDENTIFICATION, SELECTION AND
IMPLEMENTATION, CORRECTIVE ACTION

g
REVE (0} S
S
MRC  CENTRAL ROUTINE LABORATORY
198 Floar, Yilage Marker, 123 Ju Viodmer Wass, Westvitie
P O Ban YOSAE, Orvorport, 4067, KieaZ wle-Natal Seath Africs
Tek 427302423608 Fani $77-30-2425808
FINAL PATHOLOGY REPORT
Lab Hef No
i Inierim ~ 03,1 Specimen No
Study Name 5 MIN 020 Collection Date & Tisme: Tan2013 O8:A3
Site Name i CRS Recelved Date & Time : 17/0an2013 1440
OB E Report Date & Time o 1&Jan2013 15:06
Age + 30 years Report Na 1 26392
Sex t Female
Weight + MA
Haematobomy Sample Types Blood
Tesis ordered:  FBC Difl
Test Reinlt Rel Indicator Rel Range DAIDS Gradieg
RAC 434 RIP6imm’ 380580
He 1.0 gL L 115- 168
HOT 4 % L W0 -0
MOV LB 76 - 0
MOH 260 pg 26.0-33.0
MCHE 320 gld 30.0-37.0
RDW B % 1.0-16.0
Flatelers 266 Xi0mm 150 - 450
MPY 100 60-11.0
WHC LERS 40-120
Neutrophil % 66 %
Absalite Newtropils 6,36 XI0mm 2,00-7.50
Aby Neutraphil 5360 S 2000 - 7500
Lyenphiocyte % 254 %
Absoliste Lymphooytes 250 XI0%mm® 1.00-4.00
Abs Lymphocyte 2500 1000 - 4060
Maeyte % 53 %
Absolite Monooyies 54 K10 0.20-1.00
Reported by : (D 18012003 12:29
Authorived by :_ VEOL2013 14:34 Fage 1 ol2
Mot vty Cavsmel o 54
IV Freveution Rasearch Usit
esatort Praf £ Ramjes
Lab Mansgee: Mrs R Mabarnj MT 70024
o

-
iy
S)C HIV PREVENTION RESEARCH UNIT !I
]S CENTRAL ROUTINE LABORATORY
s s S R
e e e e M
Tk #3730, 1430608 Fan: +I7.30. J41I008
FINAL PATHOLOGY REPORT
Partbcipant 1D Lab el No '
Vit - Vislt Code Sprcimen Ko L
Study Name Collection Date & Time: 17 )an/ 3
Sete Name Recrbved Date & Time t 170an/2013 14:40
DOn Repart Date & Time 1 IRJan2003 15:06
Age Report Ne 26392
Sev
Welght i NA
Marmatology Sampl Type:  Diood
Tests ardered: VB DNIT
Test Hesmb Hel Indic ator Hef Rangs DAIDS Grading
Abs Monacy tes 40 S’ 200 - 1000
Fosinophil % 40 %
Absolute Eosinophils 0.3% X106 mm' 0.00 - 0.50
Atbm Losinophils 390 fmam® 0 - 500
oo,
Absolute Basophils 005 X10%mm* 0.00 - 0.30
Abs Basophils S0 fmm® 0 - 300
Note:  Unsohoduled
Reported by AN 012013 12:29
Autharised by — 180172013 14:34 Page ety
AR S,
MY Provembims Remsmrah | ail
Lkt ol
RS, oty o o SHREE )

SUC South African Medical Research Council

MRC BUILDING AHEALTHY NATION THROUGH RESEARCH

microbicide trials network



———
PREVENTATIVE ACTION

At Clinic level-Laboratory site staff

 Ensure the draw order of tubes are
maintained to prevent cross
contamination

 Ensure a full EDTA tube of blood is
collected (NB: If the incorrect
volume of blood : anticoagulant
ratio is collected, this will result in a
clot formation) e ens s
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———
PREVENTATIVE ACTION

« Draw the participants blood using an
EDTA tube then gently invert tube at
least 8 times after specimen collection
to ensure adequate mixing with the
anticoagulant

* The site medical technologist and lab
QA/QC RA to check the FBC tube once

the nurse has delivered the specimen. ‘
« Ship the FBC samples at an ambient + B+
temperature in appropriately labelled

cooler boxes to HPRU Central Routine
laboratory. N Tk

TMTN
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PREVENTATIVE ACTION

HPRU CRL

 Documented retrain of staff by the LIMS administration
personnel to be conducted on the verifying and release of the
PTID and not the test

« All sites to be notified immediately if a sample is unsuitable so
a repeat sample can be taken

 LIMS sample unreleased reports to be done daily as OSR
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PREVENTATIVE ACTION
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ACTION PLAN

At Clinic level-Laboratory site staff

» Clinic requested to ensure long window periods between
safety/STI testing requests - to allow repeats and remain
within windows

« Extra vigilance of site staff to follow-up on outstanding e-
versions and hard copy results within TAT - any deviations
will be reported to the lab manager

* Poor Performance letter to staff responsible for the error

 Assessment of measures in 1 month proved the action
plan works - No PDs to date in such events

SIC South African Medical Research Council MTN
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ACTION PLAN

HPRU CRL
A communication book was put in place to notify staff of urgent
messages to follow up

« Unsuitable sample messages are sent out via core talk SMS to site
clinician, med tech, CRS management

 LIMS administration will create instant messaging for any urgent
messages that need to be addressed

 LIMS administrator will try to implement a system to prevent the test
from being authorized instead of the PTID

« Poor Performance letter to staff responsible for error

(@)
* Assessment of measures in 1 month proved action plan |

works - No PDs to date in such events
SIC South African Medical Research Council MTN
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ACTION PLAN

eTalk 2006 RC 9. ) Backbone Technol

Outstanding ltems
Signal

CoreTalk Desktop

= Y
1 Want To Have A Meeting
coretalk 2 Enter In The Nameof The Persan You Are
am - s fo Budness Dealing \With Anet Click Search
| —
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Remote Office Management » o
¥ ¥
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SMS back to CoreTalk. CoreTalkwill then connect to the eMail system and send an eMail reply to your correspondent. You can also take i) 1/
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v

CoreTalks scheduler operates in two different ways: o
Y Y
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ACTION PLAN
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ACTION PLAN
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ACTION PLAN
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@ Back Forward O
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EVALUATE SOLUTION

« Monthly laboratory management review showed no occurrence
of any window period missed for clotted FBC. All sample
rejections can occur at site level via SOP available on benches

and upon arrival at CRL

« A monthly review illustrates that from this one incident, these
preventative measures have been working well
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REFERENCES

« MTN 020 Lab note to file 05
« HPRU Central lab — Laboratory incident investigation form

« BD vacutainer order of draw for multiple tube collection
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