QA SysOp Practice Kit

Answer Key

Case?2



l[l:@ MERS-TM Event Discovery Report (warksheat)
Transfusion Service

Instouctions:  Use this worksheed to collect event discovery/oosurmenss information, and then enter it into the online daiabasge.

[Seclion A = Discovery information :

1. Report date: 2. Discovery date: 3, Day of discovery:
S met Rl day! OS] year A=t mel 2 day’_Seeal year ' Weshday O WeskendiHaliday

4, Discovery time: 0124 AM  D4-8AM @®B-12Noon 0124PM  04-BPM 0812 Mid

5 Discoverer's job deseriplion:  oClerk  DHouseslal  OMD/IDG  OMLT oMY QRN DLVN/LPN aOther

nSupendsor NQADE  Discoverer's nume: _Eliaakedh
& Where in the institution was the event discoversd:

OTrans. Serv. ®OR OER QlCU OL&D aciske o Hosp.Ward 0 Other Location Coda

7. Describe briefly the event you discovered, .
_&WWMH bours
_fonawing Hoe padients surgeny.

8. How did you discover this event?

9, Where in the process was the event discovered?

.'if" Piochacl Chack-In i3 PallantProduect Regues 0 Chckor Entry 0 Samplo Collocton 0 Sarmghe Handling
O Sample Testing O Produc! S1ongh D Preduct Selection O Product Manipulation o Avallabie for lssua
A Praduct lssua 0 Praduct Adminlsiration O Miscollaneous

10. Product/Record Action: o Productretrioved O Product destroyed 3 Rocord correcled o Flont/Canie notilied

O Additional testing O PL samplo recclectod o Cahgr
“Saction B - Occumenca information
1. Drate the initial antecedent event occumed: 2, Tome inbtizl anlecedent cocurmed: 3. Day initial antecedent ocourmed:
AR mol 20 dayl 2001 year DI24AM  D48AM IBi2Moon  ofyeckday OWoskendHoliday

D12<4PM  D4APM OB12 M,
4. Person involved: OClek O Housosiall OMDDO OMLT OMTORN OLUVNLPN  &(Hhar O Superviser 0 QANDG

Person invelved: R Staff - Lnknown,
5 Where in the process did the initial antecedent (occurrence) event first occur?

i Praduct Chacken  PallantProduct Requasl O Ovdar Enfry 1 Sample Collection 0 Sample Handling
1 Sample Teating O Praduct Storage O Praduct Sedection 0 Product Manlpulation @ Available far lssua
O Product [s9us ﬂmﬂum Admintatration £ hMeacellansous

6. Where in the institution did the initial antecedent {occurrence) event accur?
3 Trans. Sar. ;;I(-DH OER alty oliD odinle OHesp. Weard O iher Location Code
7. Product Issucd? @Yo oo 8. Product Administered? ofYes oMo

Report Accession Number 2350 Sub-site code (If npplicable)

Yerslon 1,1 MERS-TM Evemt Discovery Reporl (Warkshest)
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QA SysOp Practice Kit Case 2

ANSWER KEY QA SysOp Investigation Report
QA SysOp Report Accession Number:

INVESTIGATION 350

REPORT

Event Codes:
1. Consequent code
Event Type

2

Thisis ano-harm event because the patient did receive a homologous
unit rather than the autologous, but no harm occurred as the
homol ogous unit was compatible.

Process Code

uT
Subprocess Cod

010

NOTE: UT 010 tells us that products were infused in the wrong order.

2. Initial antecedent code
Process Code

uT
Subprocess Code

012

The OR staff did not check their refrigerator for unused products after
the patient’ s surgery was compl eted.

3. Significant antecedent code
Process Code
PC
Subprocess Code
005
The purpose of the refrigerator check was to return unused products to

inventory. The ‘return to inventory’ code is general and can cover both
the omitted check (Nancy) and the delayed check (Elizabeth).

You, as QA Sys Op, feel that important lessons can be learned from
both occurrences — but the potential for a concrete change comes from
Nancy’s omission and the sign-off sheet issue. Y ou have not
committed yourself to changing the sign-off sheets, but you are going
to collect more information about the issue.

4. Additional description of the event:
All you feel you need to add at this point is:

Auto unit left in OR refrigerator due to two omitted checks and
one delayed check. Resulted in patient getting one unit of
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QA SysOp Practice Kit Case 2
ANSWER KEY QA SysOp Investigation Report

homologous RBCs instead. ICU notified.
Y ou can always edit this description as needed in the database.

5. Risk Assessment:
QES. 0.1

There was not a significant increase in risk to the patient to get a
compatible homologous unit of blood rather than the autologous unit.

QEP: 0.1

It was rare for someone to for someone to forget to check the OR
refrigerator. The probability that al three checks of the OR
refrigerators would fail is even smaller.

QES x QEP: 0.01 (initial RAI)

Event Type — this event was not a near miss with an unplanned
recovery, so nothing is added to the initial RAI.

Was a product issued? Y es, a compatible homologous unit of red cells
was issued instead of an autologous unit. However, there was no way
for the issuing technologist to know that there was one remaining
autologous unit. You add 0.2 to the initial RAL.

Final RAI: 0.21

A root cause analysis is recommended for events with a Final RAI of
0.5 or above. This event does not meet that criterion.

6. Organizational risk:
The answer is“high” for two reasons:

Because the patient received homologous blood instead of his
autologous blood, there is the potential for the patient to get upset.

The transfusion service looks inefficient to other departments within
the organization.

7. Follow-up:

Y our follow-up action is based on the Final RAI value. At the bottom
of the RAI sheet, you see that the recommended action for an RAI of
0.21 isto “Monitor only.

However, dueto the organizational risk, additional action is planned.
You will also “consider change” when examining the sign-off sheet
issue. Elizabeth notified the |CU about the auto and alerted them to the
situation soon after discovery.

8. If appropriate, describe the long-term preventive action to be
taken:
This event had been alearning experience for Elizabeth. Sheisa
perfectionist and always triesto do too much. She now understands
that this attitude has inherent risks. To be safe, she will need to learn
to ask for help when needed.
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QA SysOp Practice Kit
ANSWER KEY

Case 2
QA SysOp Investigation Report

However, Nancy’ s issue with the checklists was worth looking at, but
you had not decided to actually make a change yet. Y ou decide to put
in atentative long-term preventive action:
Look into combining the checklists.

9. What type of investigation will this event receive?
Based on organizational risk you mark “ Expanded investigation.”

Rough or Linked?/ Rough/Link Cause Codes 1-4/Link to Accession
Number:
Because you are performing an expanded investigation and will
perform aroot cause analysis to determine causes, you won't need to
estimate causes or link the event to a previously expanded case. You
leave this section blank.

Notes:
Thisis where extra notes about the event can be recorded such as unit
numbers and patient information.
Patient infor mation should never be entered intothe MERS-TM
database!
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MHS@ QA SysOp Investigation Report (worksheet)

Report Accession Number: _350

Event Codes:
1. Consequent (discovery) Code: 2, Initial smecedent (1" ocourrence) Code; 3. Significant antecedent (oceurrence) Code:
*2 LT o1 o LT £ 2 P 005

*Entar 1-4 on |bha eatlino:  1=Mo recevary, harm  2aMo teaaiarny, ia ham  Jeblaar miss. mpannoed eoovary  4=banr miss, plannod necovesy

4, Additional description of event {optional}:

| £
. [ 'nf' |
_Rils, 00 notifled
5. Risk Assessment: Final RAL: _ .20 6. Organizational Risk:
QES: 088 08 OF6 DS0 025 .10 High Olow OMA

QEP: 189 080 075 060 026 .10

7. Fallow up:
O Propesa action E’Gmsldnr adlon @ Monilor B’Exlnmal report to other daptiorg O FDA Reportable

8. If approprime, describe the long-term préventive action 1o be taken:

Lock irdo cgﬂh,'n'ma flhscklisds

9. Whart rype of iInvestigation will this event receive? O Rautine Investigation E/Eupan:rad Inwastigalion

Complete this section only i thie event la undergoing a routine investigation.

Rough Roupgh/Link Rough/Link  Rough/Link Rough/Link
or Linked? Cause Code |  Cause Code 2 Conzse Code 3 Capge Code 4 Link to Accession Number

— Lo = e o — — — S i e

Motes:

Version 1.1 QA SysOp Investigation Report (Worksheet)
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QA SysOp Practice Kit
ANSWER KEY

Case 2

Causal Tree with Root Cause Codes

Patient received 1 unit
homologous RBC rather

than his autologous

OR did not return autol ogous
after surgery
(Sample Collection — SC)

v

OR protocol not
followed — reason
unknown

Second shift tech did not First shift technologist

check OR fridge at 4 PM delayed the 8AM check until
(Sample Handling — SH) 9:30

(Sample Handling — SH)

:

Task was difficult to

remember
v
Memory lapse Sign-off sheet Workload Did not ask for
contributed to by separate from main heavy help
sleep deprivation checklist

© ©® 0 OC
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QA SysOp Practice Kit Case 2

ANSWER KEY Root Cause Analysis Report
RooT CAUSE Report Accession Number

ANALYSISREPORT Y ou use the accession number automatically generated by Database
WORKSHEET Functions when you entered your discovery report.

Consequent Event Code

Y ou use the same code you created for the Consequent Event Code on
the QA Sys Op Investigation Report form: 2 UT 010

Describe what happened:

The Consequent Event code tells you that there was no recovery, the
event reached, or almost reached the patient (2 UT) and that products
were administered in the wrong order (010). The description should go
beyond thisinformation, not duplicateit. You use the text from the
conseguent event at the top of the causal tree:

Patient received 1 unit of compatible homologous RBCs rather
than his autologous unit.

Initial Antecedent Event Code 1

Y ou use the same code you created for the Antecedent (1% Occurrence)
code on the QA Sys Op Investigation Report form: UT 012.

Describe what happened:
Again this should expand upon the code. Y ou write:
OR staff did not return the auto after surgery.

Cause Code 1a:
HEX
Describe what happened:
OR procedures not followed, reason unknown.

Antecedent Event Code 2
PC 005

Describe what happened:

Second shift technologist did not perform the 4 PM OR
refrigerator check.

Cause Code 2a:
TD
Describe what happened:

Difficult to remember task, sign-off sheet separate from main
sign-off sheet.

Cause Code 2b:
HSS
Describe what happened:

Technologist did not remember task, unavoidable sleep
deprivation contributed.

Cause Code 2c;
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QA SysOp Practice Kit Case 2
ANSWER KEY Root Cause Analysis Report

N/A
Describe what happened:
N/A

Antecedent Event Code 3:
PC 005
Describe what happened:
One and a half-hour delay in the 8 AM refrigerator check.
Cause Code 3a:
HRC
Describe what happened:
Technologist did not ask for help when she became busy.
Cause Caode 3b:
X
Describe what happened:
Workload was heavy, department was short staffed.
Cause Code 3c:
N/A
Describe what happened:
N/A

There are no additional antecedent events. Y ou review the form to make
sure it makes sense and that you did not use any non-standard
abbreviations or hospital/patient identifying information. Thisform is now
complete.

10
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”Mé Root Cause Analysis Report (Worksheat)

Instructions:  This form is o be filled out after a causal tree has been built and the root causes of the event
identified. Space has been provided for the consequent event and four antecedent events as well as
their descriptions. List the antecedent events in order of occurrence, beginning with the initial
antecedent,

‘Within each antecedent event section, space is provided for up to three root cause codes plus
their descriptions. If there are additional root cause codes within 4 section, indicate so at the end

of the section.
Report Accession Number: 350
 Conaequent Event Code Dascriba whal happaned.

2 W T o1 0 |Pohend ceceived oné unit homelogous RBCs

tatndr fhon Wi Audeingous unit.

Initinl Antecedent Event Code 1 | Describe whal happened.
LT & v a

e ta I 4

as pirlined in ther pretecasl

Cause Code 1a e atare et -
H E ¥

Causs Coda 1b

= = s

Cause Code 1.

= == ==

Ara thera additional root causa codas for antecedent evant 17 aYes Ef’ s

Antecedont Eﬁm Coda 2 Describa what happaned.

P . &8 5
to dred? Anay Lnusdd  prodiets
Cause Code 2a I‘nEi: W trsk 4o (fembdc 05 check -off
_ I shert is @eparate frrm mdun Mreck-6 Shect
Cause Code2s | _Forgod 4o check CR (efrigerater, Qisen |
HSS __Aeprivatns (oot ed,

iCause Coda 2c

Ara there addiionel rool cause codes for antecedont evant 27 0 Yes c(rqu

Yersion 1.1 - Root Cause Analysis Report (Worksheat) Page 1 af 2
11
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Asd

Antecedent Event Code 3 Describe what happonad, i pheck
Y o o2 5
wttl 4:30 (Homologous unit isSucd 4 g
Cause Coda 3a y .
B RO Anetner teekh ip F:EEEE Mg Ohéck
Cause Code 3b | _Wedquy v ao(Kkioad
—_—
Causa Cada 3o
Are thara additional root cause codos Tor antecedant evant 37 1 Yes Ei"l".lu
Antacedant Event Code 4 Doscriba whal happonad,
Cause Code 4a
Cause Coda db
Causa Codoe 4¢
Aro thono additional root cause codes for amocadon! avent 47 M Yas aNo

Warsion 1.1 -- Root Couse Anulysis Bepori (Worksheel)

Page 2 of 2
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