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Risk.Managementifor patientiSafety
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n occu ' : % stage of the
through the clinical laboratory, from the in
ipt of the results by the requesting clinician.
" hat risk control measures are taken to ensul > errors
" at each stage of the laboratory process. A laboratc
~ defect occurring at any part of the testing pro Q?J from ord;
tests to reporting, interpreting, and reacting to results. AILNOUEH=
they have been traditionally identified with quality control(QC), the
vast majority of these arise from the extra-analytical phases of the
total testing process. QC will not tell you about bubbles, clots,
hemolysis, anticoagulants or IV fluid contamination, etc.

Therefore, 1SO standards strongly advocate that the medical
laboratory implement risk management(RM) as a way to ensure _
quality in their testing processes. It is a requirementof IS 15189 i
that “The laboratory shall evaluate the impact of wor
~and potential failures o examination results as
~ safety, and shall modify
~ identified risks.”, which means that the laboratc
patients that if

Since risk ca urs in any aspects o
laboratory st Er i
to register idel

risk control measures for each unaccept
acceptable level. Therefore, RM sh

activity or be separate from the testing

Howe | of detail and co

be « nt on the nature (i.e. si gl

labo nd its activities. That is what RM Is all @
patient safety laboratory services. s 1 '

Risk Management Process
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Process ' '
ocess Improvement and Operational Efficiency through Test

To continuous improve and provide more rapid

Method ™=
After a total process re-engineering in the
hematology department, we sequentially
upgraded coagulation analyzer (Sysmex
CS2100i), immunoanalyzer (BioMerieux
Vidas3), Glycohemoglobin analyzer
(ARKRAY HA-8180V) and digital cell
morphology system (CellaVision DM96)
in December 2014. All testing results
were delivered to a single middleware
(Sysmex WAM), the same as the currently
existing hematology analyzers (Sysmex
HST-302N). It provides automatic and
manual validation reporting to the
: laboratory information system (LIS).
Consequently, we readjusted the test
process, eliminated manual data
transcription, and implemented test
result auto-verification and real-time
Juto-release system in June 2015.

\
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focus on abnormal test results, not only re
time, but also prevent human errors. Awe
and auto-release system can
crucial issues as M€
efficiency.
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Figurel. The cumulative percentage
of reporting time of stat results for

FD patients.

time of stat rest
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Result Autbvoﬁﬁcaﬂon in the Hema

goal ‘of all laboratories. Our hematology department
multiple gnalvzers to offer a variety of tests including CBC, HbAlc, P,
aPTT. D-dimer, PCT, NT-proBNP etc. and some of which were, still n
data.entered. Therefore, we adopted an integrated process re-englﬁf’ |
and implemented test result auto-verification to simplify and strean"'il’iﬁé[; :
the complicated process in the hematology department. o

Test results auto-verification and auto-release enable
duce post-analytical process

|-designed auto-verification
be an important tool in addressing such
dical errors, turn-around time @

Figure. The cumulative percentage
ilts for outpatients.
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Approximately 520
specimens were
processed per day in the
hematology department.
Daily results show the
auto-verification passing
rate of all test results to
be 85% (440 results). It
can save about 2.5 hours

(0.3FTE) in staff to review

the test results per day.

The achievement rates of
reporting of stat results
for emergency
department patients
within 20 minutes were

98% and within 30

minutes for outpatients

were 97%.
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Assessing the continuing professional .
development needs of medical Y

- technologists in the Philippines

Oliver Shane R Dumaoal "7, Citadel A Panganiban ?

' Philippine Association of Medical Technologists - Batangas Chapter -
' College of Allled Medical Professions, Lyceum of the Philippines University - Batangas

aln ! TR Y |

NTRODUCTION
Medical technologists play a vital role in the delivery of healthcare services through the performance of laboratory tesls
used in the diagnosis, tfreatment and management of patients, To ensure the accuracy and reliability of laboratory test
results, medical technologists should keep abreast with the latest trends and developments in laboratory medicine (1),

Continuing professional development (CPD) refers to maintenance and enhancement of knowledge, expertise and
competence of professionals throughout their careers 1o a plan formulated with regard o the needs of the professional,
the employer, the profession and society (2). There is an increasing interest among professional regulatory agencies in
requiring practitioners to demonstrate their engagement with CPD in order to maintain professional competency amid
the ever-changing scope of practice and technological advances (3). In the Philippines, Republic Act 10912 was recently
enacted into law reviving the conduct of mandatory CPD programs for all professionals as a requirement for the renewal
of professional licenses (4).

The development of CPD programs must be based on an empirical assessment of the needs of and planners should focus
on addressing shortfalls between existing knowledge or skill and needed competencies (5,6). Further, needs assessment
y studies should focus on the actual and predicted professional practice requirements, related enabling competence and

capabilities, and comresponding leaming and change requirements (7). As such, this study assessed the CPD needs.

) p—— preferred modes of CPD delivery and perceptions regarding CPD among medical technologists in the Philippines.

- A cross-sectional assessment regarding CPD was performed using an online questionnaire (refer fo the QR Code link
w below). Perceived fraining needs, preferences and perceptions of the respondents were ranked using a 4-poinf scale and
organized into five domains of competency. _

@ Labofalory stalf (RMT)
@ Laboratory siaft (non-RAT)

DOMAINS @ Secton Head (L.e. Hematology head.
Qugality Management Systems Ciinical Chemisisy head, etc)
! Technical Competencies @ Chist Medical Technologist (or
v 1 Laboratory Management : ® ""““""m"” -
Medical Technology Concepts and Practice f.m“m’ DOMATESY
.- Medical Technology Research @ Other

@ Public hospital-based laboratory
@ Pubiic non-hospital mstitution (i.e.

RHU) @ Less than 1year
@ Public academic institution @ 1-5years
@ Private hospital-based laboratory @ 6-10 years
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@ Prvate scademic insitulion
@ Omer
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Introduction
Change Control is used in the laboratory

quality management system in a formal
process to ensure that changes are introduced
in a controlled and coordinated manner, It
helps to meet the criteria from both
Norwegian  authorities and  Norwegian
accreditation, At the Department of Medical
Biochemistry at Aalesund hospital Change
Control was first established in 2010 at the
Institute of Transfusion Medicine as a claim of
the producer of blood products. The
department experienced that Change Control
was a suitable tool for implementation in the

entire department which consists of four
laboratories located at four different hospitals.

Molde hospital

Aalesund hospital

Change Control from a leader’s perspective

How can the leader follow ongoing changes in a large decentralized department?

Brit Valaas Viddal, Biomedical Laboratory Scientist and head of the Department of Medical Biochemistry,

Helse Mare and Romsdal, Norway
brit.valaas viddal@helse-mr.no

method

\the laboratory specialist and the laboratory leader.

Change Control ensures that every change in systems or methods
will be followed in a controlled and coordinated way. The
procedure includes changes in eg. analytical methods,
instrumentation, IT-programs, routines and organization. Prior to
all changes a risk assessment will be performed. All changes must
be documented in the same template which has to be signed by

\

_/

Examples of questions to be replied to in the
form:

Before start:
- What are you going to change?
- Why?
-When?
Give a short overview of the changes,

Perform a risk assessment:
- What kind of risk factors may be involved
- What can be done to avoid the risks
- What can be done to minimize any consequences

After the leaders approval:
Make a plan
Consider who, what and where the changes eventually
have implications for

- Environment?

- Locations?

- |T-programs?

- Instrumentations?

- Education?

- New procedures?

- Information?

- Support?

- Other?

perform documentation of every change that has been

done
- validation
- Verification

Make a plan for follow up

The change control form will be signed by the-l_ua_d_er and
saved in the hospitals quality management system.

N\

qesults

being implemented in the
management system which enab

Implementation of Change Control enables leaders at different levels to contin

laboratories. All changes are docume
les the department’s leader to have fu

the department’s laboratories, even if they are located in different geographic areas.

Il control over all ongoing changes

uously follow changes that are
nted in the department’s quality

in
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Reductilo.n iq Hospital-Wide Clinical Laboratory Specimen
Identification Errors following Process Interventions:

A 10-year Retrospective Observational Study

Hslao-Chen Ning '?, Chia-Ni Lin'?, Yuny-Da Chang'?, Tsu-Lan Wu??

3 patument of Laboratory Medicine, Chang Gung Medical Foundation Linkou Branch, Taoyun, Taiwan
cartment of Medical Biotechnology and Laboratory Science, Chang Gung University Taoyulan Taiwan

o 04455 SDepartment of Medical Laboratories Adminisirative Center, Ghang Gung Medical Foundation, Taoyuan, Tai
o ' . laiwan
. !
LR _Results

® Accurata patient identification and specimen labeling =
the time of collection are crucial steps in the prevention
of medical errors, thereby improving patient safety.

Table 1. Comparing patient identification errors b
etwe
2005 and 2014, i

.1-.||Lu-.|r_~.- December, 2005 Jumiary- December, 2014

® Common errors related to patient samples occur at the
time of collection and often involve mismatched
requisition and specimen labels, and unlabeled or

Errors Specimens Error™a  Errors Specimens ot ¢tio

Sites

mislabeled specimens. Though frequent, we believe that L LT 34017 00007 9% <0001
such errors in patlienl specimen identification (ID) can be (PD 556 947,156 0.058 52 1158402 ( . Wy o
almost entirely eliminated. In this retrospective - R
observational study over a 10-year period. OPD 44 653,553 0,007 3 Z,0588109 0.0001 98% <0001

Institution 1,023 2.000.345 0.051 58 3,761,238 00015 97% <0.001

Kbbrevialions: ED. emergency deparment, IPD, Inpatient depariment, OPD, oulpatiant

Material and Methods ot

b All patient specimen identification errors that occurred in =
N the outpatient department (OPD), emergency department | 300
‘, (ED), and inpatient department (IPD) of a 3,800-bed 275 : R A
Bl academic medical center in Taiwan were documented and 250 DLt R
h_l: analyzed retrospgct!vely from 2005 tp 2014. To reduce such | 225 l (ervssss OPD error nUmber
I8 errors, the following series of strategies were implemented:: | £ 200
i ) ol . g — Total number of errors
8 @intervention | :a restrictive specimen acceptance policy for | 5175 Intervention I
the ED and IPD on 1 April 2006. Relabeling of mislabeled or | k. 190 Intervention I
B unlabeled specimens was not allowed, except for in cases | e l Intervention IV e i
B of iretrievable specimens. 2 r1 b & b
I x ; I 75
®Intervention |l a computer-assisted barcode positive I m ¢ e R
patient ID system for the ED on 1 August 2007..Positive || 3 Ve rc
patient /specimen identification. ‘ 0 AT .
gogRZnIeNyNRoRas IR et o )
| = o = :l‘\:ﬂ':—::“tr‘!:mv m.m -

Figure 1. Quarterly errors (y-axis) in patient identification
over a 10-year period at LinKou Chang Gung Memorial
Hospital. Arrows indicate the start of the four interventions.

it

Lo " Table 2. Specimen identification errors before
serial interventions
|

and after 5

reless barcode reader scan their
the patient wristband

Reduction

(%)

Errors
(%a)

The nurse would use a wi
own employee ID badge, then scan

Period | Specimens)

barcode, and lastly scan the barcode label on collection Intervention
tubes to identify the patient. If the patient information of Ry h\f:rr 2:::};- 6D 415(01034) 401252 I
bar-codes not matched, the system will alarm by noise. Apr.2006- o i o
: Post-Intervention | M'w. 5007 ED (0:0246) 414162 76% «0),001 a2
M @Intervention lll: : automated sample labeling combined o eont A0S 0400546 —cry s (', )
i e t ¥ * Yre-intervention 524.(0.0546 5993
with electronic identification systems introduced to the OPD " Wi 2006 \ .y i
. s A 2006- = " o - -
in June 2009. Two automated tube selecting/ label tracking  Post-ntervention | e L deq901 4% <000 i ﬁu“‘
. i Aug, 2006 laipgy
A & g, 2006- - . nqTAG 7
systems (BC ROBO®787, Techno Medica, Yokohoma, Japan) e lilteneetitionn ;:;g.{l:.; & ©p eHQOISH  AMT ﬁ.n,h""?im ""Ws\,
. g . ) . T ) = I_- % ﬂ e
Computer-assisted barcode positive patient lenacimen identification SVSIeMS o yntervention 1 .J-\a]:g.‘é::;}.- o ladden  aws 7% S0 gy
1, Automalic phiebotomy ube barcode s B3 Phiebolomist asking p ¢ TR : .
Iabeling system used in OrD CCl Pre-intervention 1 '“__“ “Sag0 orp 18(0.0012) 1501198 %h
| Post-tntervention I 'I\‘tll:\ "‘:::Tu OPD 11(00007) 1601059 4F% 0,141 =
Presintervention 1V \\‘i:L ::::T‘:' PR 184 (0.0164) 1125755
Post-Intervention v H\::; J::‘Ilui- "o 1271001 1135002 124% =00t

Of the 2000345 specimens collected in 2005, 1023 (0.0511%)
were identified as having patient identification errors, compa
with 58 errors (0.0015%) among 3761238 specimens colla'ctgd
in 2014, after senal interventions; this represents a 97% re!atwe
reduction. The total number (rate) of institutional identification
errors contributed from the ED, IPD, and OPD over a 10-year
period were 423 (0.1058%), 556 (0 0687%), and 44 (0 0067 %)
nd 3 (0.0007%). 52 (0.0045%)

errors before the interventions, a :
and 3 (0.0001%) after interventions, representing relative 99%,

92% and 98% reductions, respectively.

I
ation is a challenge of patient safety In
The data collected in our study indicate.
tance policy computer-
ystems, and interdisciplinary
entification eﬂﬁl!

Accurate patient identific
different health settings
that a restrictive gpecimen acoep

generated positive identification s .
coaperation can significantly reduce patient i

V.a l:(JIT'lD'.I{E!I’-i_l'?«StSl(-‘,(i barcode positive

O Intervention |
temn for the IPD in 2010

patient identification sys
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from TR system in 2015,

m nai the ¢ o Imﬁfﬁ.mh‘ th Fig

develops a precaution and on mechanism to keep the | )

mﬁhkt:‘bumpnhl again. This allows our ?l\l;:n o The majority of stages where errors occured 1o sample

avoid the same kind of error and to maintain a safe medical collection ll_ld_daliﬂry was 46. 'I_'hmwarg-s.l blood products
' s discarding incidents, and 10 mistakes involving sample anal-

P ysis and implementation.

The influence level of ineldents

Incident occurred stage

. Reporting Incidents and Data Analysis
46
There were 99 errors in our division in 2015. The major- 3
ity of these incidents - 55 of them - were about laboratory
medicine. The second most common type of mistake involved .
: 0
blood transfusions. There were 41 of these. - [ A = " ey
I“(:ident categow SAMPLE SAMPLE ANALYSIS REPORTING  BLOOD PRODUGT BLGOD PRODUCT CTHER
DELVERY  IMPLEMENTATION PROCESS
Fig 7. The number of incident occurred stage from TPR system in 2015, — |
55, |1 Incident occurred stage
: - ;|
(1] 10 20 30 50 &0
SAMPLE COLLECTION and
DELIVERY

1 SAMPLE ANALYSIS and
m IMPLEMENTATION
= REPORTING

PR system in 2015,

Fig 1. The category of the incidents from T

ing unit was mainly from the Division of Clin-

The report
then OPD

ical Pathology (CP), which reported 60 incidents,

with 7 incidents.

= BLOOD PRODUCT

DISCARDING
BLOOD PRODUCT

I | |
. = P~  _Jd8 RECEIVING PROCESS
Reporting unit p - OTHER
A 2 - —=
Fig 8. The percentage of incident occurred stage from TPR system in 2015. - a
a

e 2__.'7_7._._4__: i
s e - o . W S : Reasons, Results, and Improvements

@o}"@ -‘r@ @@qﬁ@c\* & &8 ‘
_ 1.Ten incidents were analyzed as system errors and were

o o q’#\@é&&é\e
‘ég.‘f'& & handled and tracked in a Non-Conformance Report |
= — - ORI : (NCR). Six of the mistakes were resolved by modifying /
Fig 2. The reporting units of the incidents from TPR system in 2015 codes from the Laboratory Informatio Svst (]_JIS) d -
ormation System ,an _—
"-‘_’.-4

The incident occurred unit was mainly from the Division no further problems occurred.

of Clinical Pathology (CP) with a total of 41 incidents, then 2.In the first quarter, five incidents occurred in Specimen
ER with 6 incidents. Hemolysis. They were caused by operational errors com-
BT mitte:d by new employees that were using the Specimen Re-
sending System. The mistakes were resolved by additional
hands-on testing, as well as further professional develop-
ment and training. No such errors occurred in the second
through fourth quarters,
3.During the first half-year, there were eight incidents
caused by clinical identification errors. Samples were mis-
takenly extracted or sample barcodes were misplaced on
blood collection tubes. These errors occurred during peak
hm.:rs and were partly a result of shortage of labor. Clinical
units now make an effort to strengthen patient label accu-
racy and barcode identification. They also send labor sup-
port during peak hours. During the second half-year, the
errors decreased by 80%. )

e it

-

Fig 3, The incident occurred unit from TPR system in 2015,
Most of the mistakes - 65 of them - occurred during
working hours between §:00 and 17:00.

Time of occurrence
4.For the first half-year, five incidents happened between

10 5:00 - 7:00. On-duty medical assistants were re-evaluated
They were also re-trained in standard operating pmce:
dures. As a result, the error rate decreased by 60% duri

- the second half of the year, ' e

S.Fourteen l""“". P"‘“d““s were discarded due to improper
storage. Eight incidents were reported as unnecessary by

ST NEEEEERRREEE S .
doctors. Seven were operational errors made by medical
" AN

4 The time of ineident from I'PR system In 2015,

Fig
employees. In order to resolve these issues, the clinics i
¥ S read-

The Severity Assessment Code (SAC) of 97 incidents is justed the standard operating procedures (8
four, ranging from extreme nearly misses to harmless, product ticketing. This involved re “; lin (i'll‘} of blood
: “eXamining w
SAC tables, blood product storage procedures, and I:t‘ ey
of oceurring rates of abnormal incidents tracking
a 97 ) -
3 §2 ' Conclusion
210
1 By maint
. l | nining stutiy
‘ rence rates will decrease, A¢ l:mr e
i © same

- Samel -
0 6 80 100 Mo, ot

Vig &, Tha Sevarlty Avsesament Code (SAC) nf ingients from TIH system in RIES

ent safety will inerease. This wil
* the goal of n standardized medical

e ML)




medicine
g-and sperm di
YES or NO
. P
I
i
i

/’- 'I|I

¥

1
LA |

¢ 15
.. o -

o :

e Analysis of\Turnaround Time for
Inpatient Specimens afterirganizational

integration in a Medic: i Center iniTaiwan

o 3 Chan KunsChen, Lo NaksDin, W LEChing
R TT Departine
| Ay
\, i

ntot Clinieal Pathology, Chi Mei Medieal Center Tainun,

Tiwann

Introduction

fea u the result is re d. The Department of Clinical
N Center in Taiwan defines the laboratory turnaround time (TAT)
tpatlantsas the time taken from printing a barcode to reporting the test .ra'g.llt. |
| ‘itlon_ally, laboratory TAT is determined by the timely progress of 3 phases of
testing: preanalytical, analytical, and postanalytical. We designed a new LIS that
records TAT data automatically and analyzes the time taken for the 3 phases that
comprise the total laboratory TAT for each test.

Laboratory analytical turnaround time (TAT) is regarded a reliable indicator for
laboratory effectiveness. The study was to assess laboratory analytical turnaround

time in our laboratory and determine the contribution of the different phases after
organizational integration.

g R R ST

The barcode sample see Fig1. TAT is subdivided into preanalytical, analytical, and
postanalytical phases based on four checkpoints when reading barcodes, the data
are entered automatically into the LIS (Fig 2). The turnaround time (TAT) for all the
samples (both routine and emergency) from a medical center for the hospitalized
patients were evaluated for one year.

7 QT T S S

The average TAT for the clinical chemistry samples for before organizational
integration and after organizational integration were 3.11 h and 2.22 h for routine
inpatient samples. Completion times of the preanalytica'l, gnaly’_ucal, and
postanalytical phases for clinical bio- chemistry for bf_afore organlzation_ai integration
were 52.75+19.58, 81.53+29.09, and 52.09+20.10 min, respectively (Fig3); for after
organizational integration were 55.38+16.48. 34.18+12.98, and 43.60+£19.34 min,

respectively (Fig4).

127
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ween 60 and 90 min, the preanalytica_l phase was
der to shorten TAT: the main target for improvement

| ifi “waiting ti " step. The TAT demonstrates the

ed as the “waiting time for phlebotomy" S ; mot
w::dmfgrrﬂ:?nprovement in the pre- and post-analytlcal periods. Monitoring the TAT
;eriodically for different phases is beneficial to patient safety.
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LABORATORY SYSTEM IN MONGOLIA

L. Enkhjargal', P, Dubois®, V. Khadkhon', G, Naran'. D. Regredman®, . Dulamjar ', G, Ghadiok
SR longolinn Association of Health Laboratorians, Mangolia, “TQLS, France and *WHO, Manila, (he Fhilippines
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15 with an accurate diagnosis, and lahoratory plays
In fact, an estimated 70 - 80% of healtheare
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Survey goal

Identify areas in which efforts should be directed n order 1o strengthen the
naticmal labormtory system in Mongolia

Subjects and Methods

* Two arcas of the laboratory system were evaluated: straegic arganization
at the Ministry:of Health level and specific technical capacities at the

labaratory level

* The assessment was conducted using the Labaratory Assessment Tool
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Effe:::rﬁ\proving’Patient Safety by Introducing an
Ive Intelligence Technology-Based System

for Critical Value Notification
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Method

Our new ITNOTIS system could fix those problems (Figure 1): Result | .

1. User-friendly system to replace handwritten steps: After introducing ITNOTIS system, we could: i
: i inite

When there is communication failure or no clinical feedback response, the
laboratory will be alerted by a pop-up window, which offers the name and 1. Improve the manual notification time (5 mif vs 1 in) andirate (92%6Vs - Wl
phone number of the responsible physician. The laboratory staff could 99%) (Figure 5). hanifmnsaunn
quickly phone the physician and then all the events could be documented Mean time for manual Manual notification rate
electronically (Figure 2). notification processing (%) in outpatient
Before ITNOTIS introduced L Saving 96 _
] R Sy " 300 hours per it
e ; . Critical value reporting by e month! =50
T - " ] - manual process should be '
i " “iE. 5. e | documented by handwritten
steps which were time -
| consuming and error-prone.
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Fig 5. Improvement in manual notification process after IT
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LABORATORY SYSTEMM IN MONGOLIA

‘ . 1 . .
T. Enkhjargal', P. I)u-hxfslrm'uﬁkhml'l. G. Naranl, D. Regzedmaa', J. Dulamjav', G. Ghadiok? .
T At Mongolia, *IQLS, France and SWHO, Manila, the Philippines

“ontact c-mail address: enke98@ yahoo.com

I %‘i 1 1 B " Introduction

Jeare starts with an accurate diagnosis, and laboratory plays

Vg Effective healtl
] . 5 A o 0% o f et Are
"N i an important role in this. In fact, an estimated 70 — 80% of healthearc
i ’ decisions affecting diagnosis and treatment involve laboratory
| - investigations. Laboratory services are used not only in disease diagnosis
s - « s avidence base
' and treatment monitoring but alse in health programs for evidence based
= : decisions. Therefore, it is important for a country to assess its laboratory
‘ status and identify strengths and gaps of health laboratories.
.w
DR | e 4
3l I3 £ ':t-' e
Results
\[ abhad RTTE yiia
URK T B 0% 20% 40% 60% 80%  100%
| T T . . ™ Coordination and management
SRR e Do e Pam . AL
' . Structureand organization
cae-maafly SR 1D PEONE AN JE e Regulations
Quality of laboratory system
Laboratory information management
Infrastructure
Human resources
Biorisk management
A Figure 1. Results of the laboratory system assessment
j',' i The strongest areas of the laboratory system at the policy and regulatory level
it gt g = were “Coordination and Management” and “Laboratory Information System™
NI o : ; . L W =
2ot T‘,_.-« y. due to the well established and functional coordination at the ministry level.
pes r The main problems detected in the area of “Human Resources” were
3 insufficient financial and organizational support for continuous education of
laboratory workers and shortage of trained personnel,
0% 20% 40% 60% 80%  100%
Organization and management
Documents
Specimen collection, handling and..
Data and information management
Consumables and reagents
Equipment
Laboratory testing performance
Facilities
Human resources
Blorisk management
Public health functions
Figure 2. Results of the technical assessment of laboratories
/' The assessed laboratories were strong in “*Data and Information

Management”, “Specimen Collection and Handling™ and “Consumables and
Reagents”, The testing performance of most laboratories was excellent but the
external quality assurance was not available in some test disciplines. Weaker
areas were “Facilities”, “Public Health Functions™ and “Biorisk
Management”, Although the general safety management of laboratories was
very good, the biosafety component was not incorporated in it

P LN

Survey goal

Identify areas in which efforts should be directed in order to strengthen the

national laboratory system in Mongolia,

Subjects and Methods

« Two areas of the laboratory system were evaluated: strategic organization

at the Ministry of Health level and specific technical capacities at the

laboratory level

» The assessment was conducted using the Laboratory Assessment Tool

Table 1. Average scores of various laboratory types

Organization and

65% | 1% | 73% | 55% | 64% | 74%
management |
2 | Documents 86% | 74% | 92% | 79% | 81% | 90%
. || SPESmERECliccon, 98% | 77% | 91% | 87% | 89% | 89% |
handling and transport
1 ([IDeaenduntorAHaR 88% | 86% | 93% | 82% | 87% | 92%
management _
5 | Consumables and reagents | 88% | 86% | 94% | 80% | 77% ! 94%
6 | Equipment 84% | 8% | 94% | T2% | 71% | 91%
g o Esing 91% | 6% | 98% | 84% | B1% | 89%
performance ——
8 | Facilities 64% | 73% | 76% | 50% | 68% | 73%
9 | Human resources 4% | 87% | 88% | 57% | 72% | 84%
10 | Biorisk management 79% | 50% | 93% | 63% | 70% : 76%
11 | Public health functions 70% | 42% | 85% | 52% ‘ 66% : 64%
80% | 73% ‘ 89% | 69% | 75% | 83%
il i |

L Overall average

There were no significant differences detected between rural and urban
laboratories (75% vs. 83%, p=0.1), public and private laboratories (80% vs.
73%, p=0.4) (Table 6). The overall average score was higher in bigger
laboratories than in smaller ones (89% vs. 69%, p=0.02<0.05), and the highest

differences were found in the area of human resources (unavailability of trained
personnel) and public health activities of laboratories (involvement in the public

health network).

Conclusions and Recommendations

1. A national regulatory body needs to be established for the registration of all
laboratories and laboratory professional statl.

-

manager.

3. A formal professional development/ continuous education system for

laboratory professionals should be set-up,

4, Biosafety policy and implementation plan need to be developed

2, Each laboratory should formally designate an appropriately trained Quality
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make a 10.000"bed hOSpital_ y at any time' )

Then you '
can hire many | :
who can work weekend\; ::: r::: OfyhtGChnlcians
bthakm}:!‘;. v;eekdays off night
asushi
B 4 Naso C.Unou. Laboratory Medicine, \
| : goya City West Medical C |
ntrOdUCtln] lmportance Of . enter""*"'"“"“"""“""'“hltrlll-m Hal 111 At l
P | getting test results immed; -
patient comes with a headach idni Riately
A cerebrospi ‘ SN
pinal fluid sample is taken.=
uppose we get the results immediately.
And the herpes simplex virus result is positi
=The pati _ positive.
patient needs acyclovir only.
(Case 2) Suppose we cannot get the results i '
=>The patient needs medications for h lmmecti;ately_
erpes, ' :
[Metho.ds to get test results immediately] b fup-—gl .. ok
Japan is over populated. i
=>10,000 patients are hospitalized within
a radius of 20 kilometers in big cities.
Consolidate small hospitals into a 10,000-bed hospital.
=This huge hospital can hire extremely many laboratory technic'\as
=Make many of them work weekends and at night.
And let them take weekdays off.
Make them work like people in Las Vegas.=>=>=>=
[Results concerning tests] |
There are extremely many

troducing an
Based System

Lumber
puncture

& offers sufficient information.

\ocation automatically, and offers

ly.

'hdspﬁaL _
=They can do all the tests inside the hospital anytime.
= Almost all the test results come immediately anytime.

[Results concerning doctors]
1) Huge hospitals can hire ex

technicians in a 10,000-bed

tremely many doctors.

— Make many doctors work on weekends and at night.
And let them take weekdays off.

A doctor works 4 times a Wee

SE_x_am_ehe%///
. Sunday Monday | Tuesday Wednesday m

T — 1]

o ~ | 9am 5pm
gam Spm | ]
= Specialists always see patients even on weeken

| spitals accept 2 | _
AR no technicians at night.

| : i
' =»Small hospitals nee . '
'. ' . mediately anytime.

3) Surgenes F don: cI)': weekdays can have colonoscopy on

| who wor
R rs will be found.

ce
—»More early can e s

5) The number of doctor .
; than the number of doctors In twenty

10.000-bed hospital has j

' doctors.
500-bed hosplta! has 100 2%0)( <2

Il the ambulances.

weekends.

bed hospital is smaller
500-bed hospitals.
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assessment tool to prevent tumor marker laboratory report erm '
Ming-Shu Chen*', Jia-Ling Chen? '

*1. Department of Health Care Administration, Oriental Institute of Technology, New Taipei City, Taiwan
2. Department of Nuclear Medicine, Far Eastern Memorial Hospital, New Taipei City, Taiwan

BACK.GI.IOUND: Healthcare failure mode and effect analysis (HFMEA), proposed by Joint
Commission on Accreditation of Healthcare Organizations (JCAHO), is a proactive tool used
to analyze risks, identify failures before they happen and prioritize remedial measures. Aims
of this study were to evaluate the frequency, type, preventability, as well as severity of tumor
marker report errors in a radioimmunoassay (RIA) laboratory of a tertiary medical center, to
examine the hazards associated with the process and identify the areas needing improvement.

METHODS: The RFID tool and HFMEA program was performed in the RIA laboratory
between June 2015 and December 2015. The multidisciplinary teams including 3 nuclear
physicians, 3 laboratory medical technologists and 1 nurse practitioner and 1 HFMEA staff
were trained to analyze the process of tumor markers reporting, to identify possible causes of
failures and potential effects. Potential probability and severity were classified using a four-

meas ke e

i
v M\Nﬁ p.oint scale according to the HFMEA Severity Scale. The study planned to reduce the failure
risks and assessed the improvement of medical quality and patient safety.
B, RESULTS:
wﬂﬂ@'fsl- 4 After analyzing the 23 sub-steps from the 5 main steps (A-E) in the process (as the Table 1),
b vnﬁ&'ﬁw errors were classified into 31 failure modes, 40 associated causes and effects were identified
il (as the Table 2). The main reasons were: (1) sample errors, (2) insufficient specimen, (3)
= e f)utsourcing laboratory errors, and (4) manual data input errors. The improvement procedures
’5.',“[,@?' P'l' N included: (1) to specify the informatian of test specimen on the website, (2) to regularly
g W'y follow major outliers, (3) to double check sample aliquots, (4) to periodically review
22 outsourcing lab reports error rate, and (5) to double confirm the outsourcing reports. The

= ns“dlﬁ introductions of new activities in the revised process significantly reduced failure rates and

o severity scores.
tumor Marker tests check-up i ay laborato

Table 1. e flow c ;

" Main step D Main step

A ) RN aiasiep MainstepC
h @‘g (’{ Orderable Sampling E} Outsourcing Report input [ﬁ} Report confirm
ﬁ{ a@\@(\ eaﬁj h A-1 Doctor's orders B-1 Patient identification C-1Delivery persons charged D-1 Manual input report E-1 Issued report
G‘H‘ A-2 Print orders 10 B-2 Signing order and print barcodes specimen D-2 Confirmation report E-2 Report return
Ui :ekdays ﬁ patients B-3 Check the blood collection tubes (-2 Check the specimen E-3 Critical values alarm
‘v’ ﬁﬁﬁ A-3 Charges B-4 Paste the barcode stickers C-3 Inpui outsourcing code
) f LT | th A~4 Upload items to LIS B-5 Double check specimen and order  C-4 Oufgourcing in testing
id it , it . e
@ b B-6 Secondary signing and specimen (-5 Print the paper report
F ‘n 0[\% j w centrifugal C-6 Report to RIA
f r'.” f B-7 Paste the outsourcing barcode |laboratory
:F\ mﬁm lm J‘, stickers and dispensing specimen
,UG 'ﬂj@ "'pd" 'Lﬁ: B-8 Package the outsourcing specimen and
w' {}SD g the check list LT ST
fd i \wl Bll T ey s
ﬁ wgpﬁ& | rpf ‘Table 2. The Hazard Analysis Matrix and Risk score Index table |
. U -I_ i { tial re o S.OhRN

mdhoﬁfﬁa : e e

B-4-1 Specimen eITor g 4 1.1 Blood sampling counters posted , 4 4

’?,5BVBS '/ / B-4 Paste the barcode stickers i?rzrnc;de stickers the wrong bar code stickers
:
[ f B Bkmf‘ e Chc_c_k speciien and B-5-1 Reporting delay B-5-1-1 Insufficient specimen volume e
\ sampling order by M1 .
) Paste the outsourcing barcode B-7-1 Specimen arror B8-7-1-1 When the MT dispensing the
f B-7 stickers and dispensing (A specimen into B sample, did not carefully check the 4 1 4
0 specimen tube) names and specimen |D
1 G-4-1-1 Laboratory quality control il
G-4-1 Analysis process W e I
il ' C-4-2-1 Testing process produces an 4 1 4

C-4-2 Errof report I
0-1.1-1 Manual key in the Wrong data ., 4 4
or repoft attributed to incorrect patient

D Report input -1 Manual input report by M1  D-1-1 Wrong report 0-1-1-2 Manual input report , key wiond 4 4 4

tast field
E-3-1 Dolaysd M1-1m-m¢nmlmln_m
' m ; 14
g Repott g3 Crivenl values alarm diagnosis and memm
T e froatment o1Dr.  revrieve datn. R
» R8I risk score Index, * & severity, ) gocurrence; * RN: risk pumber = severity (8) x occurrence o

y aid in
quality.

CONCLUSIONS: HFMEA is an effective proactive risk-assessment ool useful tc
identifying errors of RIA tumor marker reports, and enhancing the laboralory

' RF ‘ Markers,
KEYWORDS: Laboratory Quality Improvement, RFID ool Tumor .
Healthcare Fallure Mode and Effects Analysis (HEMEA)

Using Root Cause Analysis to Improve The Problem of Missing Specimen

7 Shou-Cheng Lu' . Yi-Fang Lin" . Chia-Mei Yeh' . Kun-Ching Chen’ ,
! Hui-Jung Chang! , Wen-Shyang Hsieh! 2 Wei-Ming Chi'

|Department of laboratory medicine, “Department of education .

Taipei Medical University-Shuang Ho Hospital. New Taipei City. Tarwan
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Background In order to enable clinical doc
ek L der to enable clinical doctors to accurately diagnose and treat di '
h TISLS ¢ i | 1¢ . = v " g e _ 4 ok v .
ik giste at laboratories have to continue to improve quality control abil; cat diseases, the clinical medical gt [0V
d reduce the uncertainty of measurement Different f : : Ity to ensure the accuracy of test gl o ! e
of u o i ) . Different from the quality control indi y st reports LI ls- L
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~ The establishment of E-document management

| Using management information systems improve organizational
Y018 Yeh, Cyue Huel Hus, Yo Chen Hle, Yoo Chisn

~ National Taiwan university hospital Yun-Lin branch, the department of

"

Proposes

Th
e‘ paperless medical office is a trend in recent years due to heightened senses of awareness about the
e
:v ronment, After ISO 15189 Medical Laboratory Accreditation was performed by case lab, the numerous SOP
ocuments and record forms were produced since 2003, Several problems such as document storage, costs, and
0sts, 8

waste disposal have to be solved.

Methods

E-document management system was imported by case lab since 2011, In the first stage, all quality control
records were integrated into a real-time online quality control system. Quality control (QC) data were
automatically sent to system by instrument, and QC performance was compared with different machines and
different locations (fig. 1). In the second stage, the knowledge management system was imported and then
provided digital QM/QP/SOP documents online. Electronic documents were monitored by Document Control

Procedure (fig. 2). In the third stage, a number of 1SO records were recorded online, such as instrument

maintenance lists and temperature menitoring records, Therefore, maintenance lists can be inspected online
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and on-time by administrators (fig. 3).
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Results and concluslons"

After importing E-documents systems, about 34,000 pieces
s and 537 records

of paper including 1024 SOP document
were saved (fig. 4). The advantages of the establishment of
E-document management system include reducing the time

spent in files transporting, providing on time inspection,
reducing the risk of infection during transporting
documents, saving files storage space reducing paper
waste disposal. Consequently, using management
{nformation systems can Improve organizational | ,
performance, achleve standardization and enhance quality — : T m‘.p'h
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"Departme

Chi Mel Medical Center Ghi Mei Medical Center Chi Mei
Medical Center Chi Mei Madical Center Chi Mei Meadical

Center Chi Mei For sepsis diagnosis, blood culture
remain the gold standard to confirm the infection.
Rapid and accurate test result can save patients from
serious septic shock may lead to multiple organ failure
with high mortality rate. To provide rapid and accurate
preliminary report through workflow improvement,
combined with pathogen identification and antibiotic

susceptibility test, which can bring benefit to patients

with sepsis symptom.

As start, our preliminary report time was 48.92
hours: where final report took 89.20 hours. Form
March 2013 to September 2015, we implanted
workflow improvement process included increasing
blood culture loading frequency, monitoring adequate
blood volume collected to ensure optimal recovery,
routine education to collectors 1o control the
contamination rate(Pic. 1)(Pic. 2), and the installation
of MALDI-TOF for rapid identification to shorten time

to report(Pic. 3), resulted in earlier treatment course.

Picture 1.Training course for Picture 2.Line drawing

adequate blood on blood culture bottle

ulture col!ectlon

Picture 3.Implant Lean Management
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Specimen processing

MALDI-TOF MS Identification
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ater Result reading and

24h i
3% manual key-in
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Efficiency by \ Workflow Improent .
', Li-Ching Wu'

at of Clinical Pathology, Chi-Mei Medical Center Young Kang Division, Tainan, Taiwan

hours, degree of reduction reached 31.25% (Fig. 4a).
The final report time for blood culture shortened from

89.20 hours to 78.83 hours, degree of reduction reached

11.63% (Fig.4b),

Fig 1. Trend to blood

volume increment

L Ya-Wen Tsai

Fig 2.Detection time of
positive culture

iy | B1Ors -
;rfgﬁti¢| #11on :
W it #a}r:;

||| leﬁ.‘m
Before After Before After : .M@#W"mmum Fagh specimie
2 . g f,h‘.o H" ':r
Fig 3. Contamination rate |
ah bag, al¥
1
| ansporter.
I L s
U o et o boratory | e transport b
| b Eath tag sanne
i J'n.'_ré_rJ el
R Mewemiiny B o e
Before After N | T
CETELT possitie ¢
. TSng Specime
Fig 4. Turnaround Time for Blood Culture : , '
"_“‘—‘-—-_
: Nete st b Tesa
(a) Primary report time il ”*“ﬁ’:f T
LNH 3"] BCiman e
g iy veuien o
hrs 58 3 EdJ‘ ’:M men -.’
e A
54 i ‘ e W Sanned
50 a4 l‘ Hm'% e
‘ W Wi i, \\

o

B

(b) Final report time

nes 92

a0

o

k4

r

=]

2013.02 201303 2013 ?OH 201501 2015.02 201503 203

46 ! 1,n
42 ' r -s'mg 5pe
. I-' I rrc-'.zi_l:l '5 ”
A s s
0 | g, [
E i \ ;
e -
B8 9 .
8
- "
3 | :,% Y Ty
Ny U,
: il g g
n A= R, Py

01107 JoLho8 X]l 2014 AAG 201809 s

N R
!t‘ll ~ "
. Ry \"\.
] - h
!3:““ g
: T
F ]

Bacteremia or sepsis is the immune response comes
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Approach:

1. Workflow assessment

2. Manpower allocation

3. Improve turnaround time
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The average blood volume increased from 3.9ml to
7.9ml, reach 102.6% growth (Fig. 1); the average time to
detection decreased for 4 hours (Fig. 2). The
contamination rate decreased from 3.41% to 2.32%,

reduced for 31.78%(Fig. 3). The preliminary report time
om 48.92 hours to 33.65

from pathogen infection, lead to clinical symptoms > N Q\
like fever and elevated WBC. To diagnose the cause of " i ;
bacteremia, it is crucial to perform blood culture with ; l W uh:
good quality collection. Besides, introduce new ' . “ R

technology and proceed workflow improvement can

significantly reduce the reporting time, hence provide

for blood culture shortened fr

“wi

earlier treatment to patients suffer from sepsis.
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\ Aft
X er non-aliquot laboratory specimens with barcoc - :
\ Ay g :d l““hanmin which included the patient’s 1D data and physicians’ requisition had been
_ _ 5 y T8 nisidentification was eliminated to the minimut I
N é ) N, In contrast, errors caused by e
are drawing more and J > ' N e
W ° { more attention by clinical department. For specimen that was |
| nt. spec ost somewhere between deli
h laboratory processes, some ¢ > ated, suc i s
A B ; 1\: processes, some can be repeated, such as blood or urine, Nevertheless doing so may not only put the patient at risk from
i v" -~ gy . . -
N onal procedure but also impose a greater burden on the health care system thre h addition:
N B i yugh additional cost, time and labor. Moreover
\ fer patient from being diagnosed appropriately and treated timely, Furthermore, lost specimens may increase patient
, anxiety, or be a source of potential litigation, Of greater concern are for those specimens difficult to collect or cannot recollect such
; as pediatric specimens ime ~ ' l |
L 3 ped spc; imens and timed specimens, The establishment of specimen transport tracking mechanism is desired to early
N etect errors and retrieve lost speci
N etrieve lost specimens, in order to mitigate the risks aroused by these incidents,
»
3 Materials & Methods

y of corrective actions and preventive actions which

The specimen transport tracking mechanism was established based on the wa
le 1 depicts the potential error occurred in steps

comes out from error view analysis focused on lost specimen nonconformity. Tab
involved in process of getting a specimen from clinical unit to the laboratory, and its cor

responding corrective or preventive actions.

Table 1
Preventive / Corrective action to avoid or detect errors

Potential errors
Misidentification Rarcoding before specimen collection. —

e Never released from clinical unit Each s_pecimf_an paa(ed into a Eag,_aﬁ Fag_barcadg - w_—
generated which can track to every stuffed specimen.
Each bag scanned by nurse while taken out by

transporter.
B e I ...,

Never transported to laboratory / Use transport box used for carriage.
scanned on arrival at laboratory reception

(0

015 e

oA I

no A

mechanism settled up along process

al Lost in transit Each bag
- by transporter.
= Never received by laboratory Bag and stuffed specimens barcode scanned to
detect possible error (unmatched specimen), such as
A missing specimen or misplaced specimen.
g Never received by work station / Use specimen collection box for carriage.
r Lost in laboratory delivery Each specimen loaded in tube rack immediately after
L § barcode scanned.
- Never released from clinical unit, Every 30 minutes, stat specimen receipt list checked
lost in tranSit or laboratory prOCESS for ensuring Specimen on track.
Every 2 hours, regular specimen receipt list checked ‘
for ensuring specimen on track. e e o
Detected errors / Initiate retrieving action while laboratory process error detected.
Missing or misplaced specimen Notify nursing staff for release and transit errors.
i es of lost specimen
A total of 15,149,947 cases investigated from 2011 to 2015. We used specimens l0ss rate (PPM) and occurrenc S p
events as the indicators to evaluate the efficacy of specimen transport tracking mechanism.
imen transport tracking
Figure 1 showed the annual specimen loss rate on a downward trend from 1.56 PPM to 0.29 PPM after spec p
ri’xechanism-wa's implemented from 2011 to 2015 (fully implemented till 2013). A% dh
‘ sk} ' specimens were
1‘ Although there were still two lost specimens occurred respectively in 2014 and 2015, sumultaneouslvT5E‘ Pz T
Eue : : ‘ s Table 2.
by retrieving action initiated via specimen transport tracking mechanism. The analysis was shown a. S e oA P
| o i ess error, in whic
near misses were grouped into specimen released error, transit error and laboratory proc A
___._-—'—-_,___————'_'_-__'1
cause were 36%, 52 % and 12%, respectively. .- L = i
e = Table 2 e T Correction
ey R T iption ____Correction__
FigurelAnnual Specimen Loss Rate Error/p_ersorlinygh_{gd | yu_m_ng__ Lpeiits Event Description
: S 1. Left in nursing station = 11 cases. ; i-':;‘l'ld 1;': :‘1‘l:‘ratt\lv.
i imen rele o 18 i g -ases: _Draw blood.
"é' ,1»' {60 | Speqmt.ngﬂeascd error/ ro i'T:f:::z:m:,t,:‘.,t.:“m“d 6 cases 2 pacollection
2 'b;"" 1"“ (L17) -I&;‘-‘M ol 1 l: 1 NurSIng & . I -
A ‘® R LE L W RAE D o
E’! i o ol specirien 1, Specimen in transit processing 18 tases: | 4 3 Send to laboratory
£ :I“. “u”: .::.:}.k:\l.:.1l.';1rl.m: it w-L Transit error/ 26 2. Specimen left in transport box 4/cases: immediately
- "I-J'I"I'i'"“""”"” | Transporter (52%) | 3 specimen misplaced : 4 cases
E .80 ; 1-2. send to work bench|
- firect!
(60 4 9 ! 1. Left in phlebotomy station 1 A ¢ ow‘s . : ::{:ﬂ :n["“"'““ bl
040 " (17178, 260 fes) | aboratory prot ess errof/ o 3 Send to other work bench © 1 ¢ :'N1 ase s.vﬁtr’m 1o recover they
(1,150,300 o) (L/LIORIH] ceS] : | ahoratory staff {1296) | 4 stuck at pneumatit tube system i & 5555 specimen
= | R specimen.
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Introduction

Q -
1[‘:i‘:l:sd:.l:;ll.j:;:‘l.:.l:::‘ll\I‘li:.; ;1.|‘ \:3“:.':!‘::".";‘:'I‘IIU‘:l |1l| Il"‘n.;‘llllllil‘_llhl‘ diagnostle serviceabilivy of
kel by o “‘_I‘m."w l‘-mlm.l .nl‘_\ competent level at all times
ML o falhl specitic contarmance requb : i [0 11‘ M R e LM:aid
A ) cuirements | : L) ranging from bench 1o strategic
i 1;1};.,:_‘;” _.Itl::'[rl::.:::lnl:: :.::‘-r:lh.i.ml rechnival competence. Specifically, Clause
o . q € IMANARCINEN T SYSTENT FeCuiremen s containing
GR211.515 (45%) CRs for both EM and MLs 1o consider if all areas are related o Ill:
arcas ol operations. In contrast o Clause S of 1SO) 15189:2012 that relates 1o the
n?\l‘lrnu‘iu,n'mn ol rechnical comperence requirements vontaining 833/1.515 (55%)
CRs ‘.‘“ considecation. The implementation of SO 15189:2012 by the ML represents
signihcant investment ol etfort and resources in order to comperently .,uuunp]j.l.h allofthe

af e N s
e it vant C Rs .111\' At L11L‘ sume nme ac IllR'\'l['lI{ il(‘.kil.'(‘ll coanoaimy, \'”l.‘t'll\'l.‘l‘li’\_‘i .IIHI l.'“lt'll'lll"«'

lhe focus ol this study is to quantitatively analyse the extent of CR coverage by
: G \ v ) . b J
13\1_‘ 15189:2012 guidance checklists pl[ull]u‘t{ by ABs. This research provides
information on the usefulness of 18O 15182:2012 guidance checklists supplied

by six acoreditation bodies (ABs) for organisations who intend o rely on them.

Materials and Methods

Content analysis

Content analysis was used for the identification and location of CRs within
Clauses 4 and 5 of ISO 15189:2012. This was supported by a computer-
aided qualitative data  analysis  software, NVive™ 10 for Windows"

Evaluability assessment

The ‘1515 CRs frameworkk was used to  conduct evaluability

assessment on the extent of coverage of CRs by the evaluand  checklists.

Results

Selection of evaluand checklists for comparative analysis

A toral of six ABs were selected for comparative analysis, These ABs are full members
of International Laboratory Accreditation Cooperation,

Evaluability assessment of evaluand checklists from selected
accreditation bodies

Evaluand checklists from the six selected ABs were used for the evaluability assessment.

The overall resules are presented in Table 1.

‘uble 1. The frequency of conformance requirements by the evaluand checklists.

" - l

I
Australia (ALS) ' GR3 145%)
et
Deamark (DNK) ™™ 839 (350
Fintand (1N T 153 (2306

m 1,515 (100%)

||nlcm;||um.4l Ohrganization tor Standardizrion

|
Huong Kong (HKCG) [ % ] TATY (985
Singapore (SGI) 1409 (939%6)
| South Africa (ZAF) = 308 (29%

Point distribution analysis of conformance requirements
[he CR coverage of each subclise ol the six evaluand checklists were platted onto

radar charts for point distribution analysis. The results are presented in Figures 1wh
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Figure 6

Discussion

The aim of the current study was to determine the

provided by the AB guidance checklists.

developed using the concept of 1,515 CRs
identified that CR coverage ranged from

Service o 1,479,1,515 (98%) by the Hong
this research provide insights inta the CR detection

guidance checklists by ABs. The evidence suggests thur over-reliance on ABs" guidance can

have adyerse strate

shortfalls.

gransparency, ABs responsible f
disclaimer indicating the leve
levant AB miy need to be suppleme
nal, |s‘giml or local u-‘g;ul.uinns or requirements

guidance from the re

compliance issues wit

|| of coverage prm‘i\lmi.

ic implications for the
Ihis. research has two major practical implications.

ot drafting guidance checklists shoul
Second. MLs need o be aware that

I international, natio

353/1,515 (23%) by the Finnish Acc

ML that atempts to address implementati

extent of ISO 15189:2012 CR coverage
The analytical toal for the evaluability assessment wis
in 1SO 15189:2012. The evaluability assessment
~ditation
Kong Accreditation Service. The hndings of
limitations of the recommended

on
First, for the sake of

d consider providing 4

nted by consideration of larcher
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Contribution to Integration of Community
Care by the Clinical Laboratory Technicians

fly Yasuyo Ando, Hiroyuki Ogawa, ,::-vll) A
Nobuyukl Wakasa, foshie Fukushima (“"( i\
Saitama-Sekishinkai Hospital, Sayama City, Saltama Pref., Japan m

Introduction
T . Ihe Ministry of Health, Labour and Wellare In Japan |s promaoting cooperation of medical
&E — : " ‘P technology between institutions The main hosplital and their respective out-patient care teams
3 O e '_ & are promoting an integt ated community care system that enables a smooth transition fram
- - ra pmergency care to long-term aut-patient and hospice care,

Gekishinkal Hospital, as a main hospital, we are promoting such imegration. We have had health
care seminars (called Kenkou (uku in Japanese) for local residents on weekdays since November
2012, Over the past three years, we had more than 35,000 total participants, 5o these seminars

were gquite successful

Example Seminars Given by Clinical Laboratory

Details about Kenkou-juku:

_ Technicians:
tw:v weekday H‘u—*ml are \:;;;_\ bat I\} to: h.:d]\- Tw:[ww\.. Departments Classification Thias
ach seminar 18 run by & different hospitai sta "
t “\ ’ e . e ,{ t_\L P cardiolo Meart, Vascular Risk factors of Arterlosclerosis: bad and good
member and covers a different topic s ny y cholasterol explained”

They are held at local community centers for free. Endacrinology Diabetes “Insulin; A hormone from the pancreas, 3
General internal "Understanding anemia, through analysis of
i .
Leaflet medicine Bloed blood tests calculation”
nen s —" " :
: 6 .:‘ ] ..}m*m @ Gastroenterology Gastroenterology Do you have stomach discomforts
|_. ;I Y ' . ' perhaps you have acid reflux”
1 & W conveemerrn A I H & W onresxes Otorhinolaryng-  “Understanding causes of dizziness by ear
A . - I | %
- RS ::.':'..... - Wi OtorhinoiaryngeIogy ology examination”
— — 2, Medical "“What's the difference between oral and nasal
Gastroenterology IF
b treatment endoscopy?
——— T Preventive “The ABCS of stomach check upl
fomr- avumatar TR 8Y medicine Inspecting your stomach for signs of cancer”
% el Cancer general :
i s anc "How to detect - . 9
. ,:.;",,."?'....... clinical department Cancer o} etect cancer: pathology-cytology tests
s - Nephrology Nephrology “Understanding renal function from blood tests”
' e : Cancer general AT “ Breast cancer is not a disease only for women!!
Past Three Years: clinical department Look at breast ultrasonography”
i Medical “What do you understand about of
: er 2012 to November 2015 i : y
Period: November 20 210 ember 20 Cardiology treatment electrocardiography examination?”

Total seminars held: 1279, 12 types of instructors
sample Questions from Patients and Answers:

Type of instructors Dental

Hygienist Patient:
arical staff ek P 3 :
Emergency Clerical s 2% This is my checkup data. What range is desirable for good cholesterol?
life-saving e B Clinical Laboratory Technician:
Medical e g - f.;mts The normal range for good cholesterol range is more than 40 mg/dL.
aQ,

Radiology - Try to keep bad cholesterol lower than 140 mg/dL and Triglyceride lower than

Technicians ; ses 150mg/dL. Lipid level control and aerobic exercise are effective for
Pharmacists SO0/ i : d
A% a% 24 arteriosclerosis prevention.
Clinical How about walking? Walking is effective for raising good cholesterol.

Patient:
This report is my husband's medical checkup. HbA1lc was 14% extended

Bachelors of
Engineering

- normal level, but he told me they were no problem.
Nutritionists | did not think so, what should his HbAlc level be?
6% Clinical Laboratory Technician:

That’s too high, the HbA1lc normal range is more than 5.4%.

Medica
w of diabetes and nutrition guidance.

laboratory
technicians
11%

| recommend a revie

Topics Covered in Seminars

Cardiology T

Cancer general clinical department
glderly person medical care
Gastroenterology

General clinical department
gndocrinology

Orthapedic surgery
Nephralogy,Urology

Physical therapists

Conclusions:

Accidents and gmergencies

pentistry v We, the Clinical Laboratory Technicians, have run 136 out of 1279 seminars,

v/ Many seminars were related to medical care for elderly people. Top three
seminars were arteriosclerosis, cancers and elderly persons medical care.

v However, there were not any planned lectures about elderly person medical
care, we provide, therefor it will be necessary to include this in the future.

Respiratory Medicine 8
Psychiatry
Radiology

Medical treatment

medical checkups |
Ophthalmology

v |n these workshops, we were able to explain lab data to patients directly and

had the opportunity to explain our works.

Neurosurgery v Through learning about the different tests that we do, patients can increase

infectious disease | u By Clinical Labratory Technicians their knowledge of how to receive the most appropriate care, and can make

bermatology the appropriate connections with their regional health care institutions.
Othors ® py other staff members v Kenkou-juku is an ideal opportunity for us to communicate and connect with

local residents persnnaliv and individually.

16360 1501 20101

'Message for other Clinical Laboratory Technicians
We have few opportunities to build good relationship with patients, we enjoy interacting with them du

| ¥ Let’s go out of the laboratory, and engage In positive communication through the clinical interaction
| ¥ Let's improve Gur role in elderly person medical care, such as dementia diagnostic through olfaction examinations.

| ¥ Let's try to diagnose dementia early through such interactions.

ring Kenkou-jyuku.

Clinical research support by medic
Challenge to the new field

OHidenobu Koga

ASO lizuka Hospital
(linical Research Support Unit / Health |
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| Methods

We analyzed the reports on pationt misidentification w

between 2008 and 2016.
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(linical research support by medical technologist
Challenge to the new field

O Hidenobu Koga

ASO lizuka Hospital
Clinieal Resenrch Support Unit / Health Information Management

* |Introduction & Purpose]
- In recent years, visualization of medical information and improvement of quality of clinical research (CR)

have been emphasized in the medical field.

- Statistical approach and the adjustment of covariates in observational studies are difficult for many

researchers.
- From July 2014, | had transferred to the medical information management and CR support unit and
launched the department of medical information analysis along with the Health information manager.
_ Our main businesses are the secondary use and visualization of medical information and CR support,
- Figure 1 shows the PDCA cycle of desirable CR.
- In this congress, we introduce this new initiative for foreign medical technologist.

4 Issues and challenges in the clinical field

” 4 1 '| - £, % .
Needs statistical approach

Dea slcin

Figl. PDCA cycle of desirable Clinical Research

90

[Result]
- Figure2

<hows the number of order (request) by

80

70

inferential statistics, multivariate analysis,

medical occupation in 2015 (2015/04~2016/03).
- The detail request contents were descriptive and

60
50
survival analysis, CR design, support of making 40 =
slide and congress abstract. .
_ It seemed that appropriate use of statistical a
hypothesis test and the comparison between the i
different groups (especially, patient background) 2 . -

were difficult for many researchers. 0
Medical staff

Medical doctor Nurse administratos

Fig2. The number of order (request) by medical occupation

[Discussion]
in 2015 (2015/04~2016/03)

- In CR, researchers have to rotate the correct

PDCA cycle of CR.
_In order to improve the quality of CR, it has been required to carry out in cooperation from the stage of

the start of the CR than do researchers alone.
_ Under such circumstances, the role of statistics and statistical personnel is particularly important.
- However, it is not well equipped CR system in many hospitals in Japan.
- CR support seemed to become the new active field of clinical laboratory technicians.
- CR support for all medical staff by medical technologist might to become the new active field of medical

technologist.

n
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Report on the management of CPAP
using the communication modem

Ritsuko miyachi
Saga Central Hospital

of Patient

Introduction

Continuous Positive Airway Pressure (CPAP ) User for
Sleep Apnea Syndrome (SAS Yneeds regularly visits
to hospital, This time we had succeeded in
streaming works by the management of CPAP using
the communication modem (MCC) We report the
survey results for CCM to investigate the
effectiveness.

amination
Takeda MD.PhD

atory Department
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Methods
Target is patients who obtained the consent CPAP

Benefit of MCC in patients

he sure to get the
report

fppl secure with the
theck by hospital

walt time €an he
r.l'lurtnnml

unnecessary to visit

with the card

The report was found to be very important for the

patients and doctors. And therefore making a

report is indispensable to the examination to the

laboratory,

< Benefit for Laboratory >

(1)We can make the report in a planned way .
( The best effect)

(2) We can respond quickly about bad usage.
(There is possibility to gain trust by patients)
(3) It’s can get easily to aggregate data.
Statistical data of fixed interval as follows.
Two companies to provide MMC, 3/2016
Company A=101 people

Company B= 77 people

CPAP usage %

—~More than 4 hours usage percentage
-m-Average percentage

The calculated AHI by CPAP =

As stated above WE can make a relationship of

total win by MCC.
| think that medical te
person who understands we

' ter |
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i of MCC
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