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Case 1 takes you through an expanded investigation at Riverbend Memorial Hospital, allowing you
to see how the event facts are gathered and organized when a root cause analysis is conducted.

In addition, the case provides hands-on practice at completing three key forms used in the MERS-TM
process:
• Event Discovery Report
• QA SysOp Investigation Report
• Root Cause Analysis Report

To complete the following case study, you will become the QA SysOp at Riverbend Memorial
Hospital’s transfusion service.

Events that occur at Riverbend are not unique. However, the organization environment is unlike
yours. As you put yourself in the QA SysOp’s position and see how decisions about the events are
made, you may disagree with sections of a case “because that’s not how we do it at my hospital.” Try
not to get immersed in the event and instead focus on the illustration of the MERS-TM process.

Materials

If you don’t already have a copy of the two code lists (Event Codes and Root Cause Codes) and the
RAI tool, you can print them from the Support Materials section of the MERS-TM Web site
(www.mers-tm.net/supportmaterials)
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ABOUT
RIVERBEND
MEMORIAL
HOSPITAL

Riverbend is a mid-sized hospital, and the transfusion service is a fairly well
run operation. The staff work well as a team and many have been employed
there for close to 10 years. Like any organization, however, the department
does not have a large enough budget and compromises have been made. Plus,
miscommunication and disagreements occur among the staff from time to
time. So while the processes operate well most of the time, there are plenty of
event reports to input into your event reporting program—MERS-TM.

You implemented MERS-TM about six months ago and feel very comfortable
with the system. An average of 40 events per month have been reported. The
majority of the events are of low risk and are handled as routine
investigations (unless a trend is detected). About three to five events each
month are handled as expanded investigations.

In the beginning the staff was hesitant about discussing events. Over time,
they have realized that the information is not going to be used against them or
their coworkers. Confidence in the event reporting system went up
significantly after you demonstrated to them how their information was being
used to make a needed improvement to the transfusion service.
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BACKGROUND You are a QA Sys Op at Riverbend Memorial Hospital, and today is
Wednesday, August 1, 2001, 12:40 PM.
The transfusion service is short-staffed today due to a flu bug that is going
around. Megan, the assistant supervisor, became ill just before lunch and
went home.
The day has been a bit chaotic but you finally get to sit down at your desk and
start working through a stack of paperwork. Then your day falls apart.

DISCOVERY Patty, an RN from surgery, brings you a report of a severe transfusion
reaction that had started at 12:30 in the OR.
The patient, Mr. Vecchio, had received a partial unit of A Pos red cells. Patty
says that she has already verified that the patient identification and the tags on
the blood matched. She hands you freshly drawn tubes of blood, the
remainder of the partially transfused unit and an unused second unit.
You notify the medical director of the situation and have Elizabeth, the
senior technologist, start the transfusion reaction work-up immediately.

WHAT HAPPENED? As you begin your investigation, you first think through the event and make
notes about what happened.

The returned product 
Although you know Patty is a meticulous nurse, you double-check the
labeling on the bags. Then you check this against the computerized issue
records. Everything is in order. The unit had been issued uneventfully at
11:00 AM that morning.

Labeling of tube 
When you retrieve the original tubes and check the label, you find that one of
the central lab phlebotomy staff members had drawn them the day before on
July 31st at 4:25 PM for pre-operative blood work. The tube labels showed
that Mr. Vecchio was an in-patient at the time the tubes were drawn. The
tubes appear to be correctly labeled.

Previous history (computerized) 
You check the Laboratory Information System (LIS) to see if Mr. Vecchio
had been typed before. There is no previous record for him. However, the LIS
only goes back three years, so the old card file system must be checked as
well.

Previous history (patient cards) 
Going through the paper patient information cards, you locate a card from
five years ago. The patient’s historical typewas recorded as O Positive. The
patient card should have been checked during the accessioning process, which
also includes checking the computerized patient history and ordering the tests
in the LIS. To discover why the card was not pulled, you seek out Sara, the 
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clerk in the lab who performs the accessioning process in the transfusion
service.
You discover that Sara has been out sick for a couple of days.
Mary, a clerk from another area of the lab, is filling in for her. You find
Mary and ask her about Mr. Vecchio’s sample.
According to Mary, she had checked for patient history in the LIS but did not
know she needed to check a card file as well. You realize that checking the
card file was not a formal step in the procedure – it was an unwritten practice.
You ask her to begin a retrospective review on all samples she had checked in
that did not have a computerized patient history.
You had pushed for the lab to hire temporary staff to input all the paper-based
patient information cards into the new LIS system. However, due to budget
constraints, the decision had been made to add an extra step to the procedure
for the staff to check both the computer and paper files for patient history.

Transfusion reaction work-up 
Elizabeth comes to you with the results of the transfusion reaction work-up.
Mr Vecchio’s pre-operative sample was initially typed on July 31 at 6:00 PM
as A Positive. Elizabeth retyped it and also got the result of A Positive.
Elizabeth typed the fresh sample as O Positive.
Elizabeth had checked to see if any other blood bank samples were drawn
around the same time as Mr. Vecchio’s original pre-op samples. She
discovered that a second patient, Mr. Smith, was sharing Mr. Vecchio’s
room. His sample was drawn at about same time by the same phlebotomist.
Mr. Smith’s original sample had typed as O Positive. Since he was a new
patient, there was no previous history of blood type on file. Elizabeth
arranged for a new sample to be drawn from Mr. Smith, which was
subsequently typed as A Positive.

CONCLUSION Mr. Vecchio’s and Mr. Smith’s samples had not been labeled at the bedside,
which resulted in mislabeled tubes and ultimately a transfusion reaction for
Mr. Vecchio. If Mr. Vecchio’s patient history card had been located, there
would have been an opportunity for recovery in the transfusion service.
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CREATING A
TIMELINE

To begin organizing the facts, you create the following timeline that you will
draw from when you build your causal tree. Usually, you build a rough
timeline in your head, but due to the seriousness of this event, you formally
create one to include with your documentation.
Working forward in time from left to right, you begin with the process step in
which you believe the first failure occurred. You list other major process
steps leading up to the event, concluding with the discovery of the event on
the far right of the time line.
In building a timeline, you include all major process steps leading up to the
consequent event or transfusion reaction. When you are ready to build the
causal tree, you will use only the process steps from the timeline in which a
failure occurred.

Time Line for the Event

You may wonder why the Mr. Smith’s mislabeled samples are not discussed
in the timeline or included in the causal tree for Mr. Vecchio’s transfusion
reaction except for being identified as the source of the A Positive test result.

In fact, the mislabeling of Mr. Smith’s samples may be treated as a separate
event. That event would be classified as a near miss with an unplanned
recovery.

While the tubes are being evaluated, you begin filling out the Event
Discovery Report.

July 31
4:25PM
Samples

drawn

July 31
5:05PM
Samples
checked

into
transfusion

service

July 31
6:00PM
Samples

typed A Pos
then crossed
with 2 units
A Pos RBCs

August 1
11:00AM

RBCs
issued to
the OR

August 1,
12:30PM

Transfusion
reaction

when first
unit infused
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EVENT
DISCOVERY
REPORT

Normally the Event Discovery Report worksheets are filled out by the
transfusion service staff; however, if you discover an event or are told about
an event, you will occasionally fill one out.

This report captures information about both how the event was discovered
and how the event happened. You have the choice of either entering the event
directly online or using the paper worksheet version as a draft before going
online.

If you have a question about how to fill out the form, you can refer to the
directions provided for each form under the Support/Materials section of the
MERS-TM web site.

Worksheet
Instructions    !

Use the following information to complete the blank Event Discovery Report
(Worksheet) included on page 23 of the Appendix.

Section A (Discovery Information)

1. Report Date:
08/01/2001

2. Discovery Date:
08/01/2001

3. Was this event discovered on a weekend or weekday?
The event was discovered on a Wednesday, so you mark “weekday.”

4. Discovery Time:
This item is divided into six four-hour time blocks. The event was
discovered when the patient had a transfusion reaction, at about 12:30 PM,
so you select the “12-4 PM” choice.

5. Discoverer’s Job Description:
Patty discovered the event. You select “RN” and write Patty on the line
provided. (Patty’s name does not go into the database. It is only recorded
in case you need to go back to her for further information).

6. Where discovered: 
This item indicates where in the hospital the event was discovered. In this
case, the event was discovered in the Operating Room, so you mark “OR.”
Location Code:
Riverbend Memorial Hospital has only one group of OR suites. However,
if there were multiple OR suites, you could further differentiate them using
the Location Code area. This field is commonly used to differentiate the 
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various units and clinics within the hospital using hospital-defined codes.
The codes can be any combination of alpha and/or numeric characters.

7. Describe the event you discovered:
You provide a brief, factual description of what was found. You are careful
not to include information such as patient or institution names, medical
record numbers or other information that could make the event traceable to
your institution within the MERS-TM web site. You decide to write the
following:
Male patient in OR has transfusion reaction when infused with stock
A Positive red cells.

8. How did you discover this event?
You provide a brief description of what caused the event to be discovered.
This event was discovered because of the transfusion reaction; therefore
you write the following:
RN noted symptoms of the transfusion reaction after a partial unit
was infused.

9. This event was discovered:
This item identifies where in the transfusion process the event was
discovered. The patient had already been infused, so you select “After
administration.”

10. Product/Record Action:
This is a listing of what you did to contain the event.

• Product retrieved – the OR sent back the partial and the unused units of
red cells.

• Record corrected – both Mr. Vechhio’s and Mr. Smith’s electronic
records were corrected.

• Floor/clinic notified – the OR was notified of the results of the
transfusion service workup.

• Additional testing – was performed on both Mr. Vecchio and Mr. Smith.
• Pt Sample recollected – from both Mr. Vecchio and Mr. Smith.

Section B  (Occurrence Information)

Section B provides a description of the occurrence information or the failures
that lead to the event.
In this event, there were two separate actions that went wrong – the
mislabeled samples and the missed patient information card. However, the
primary information collected in Section B concerns the first action that went
wrong, the initial antecedent event. 
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1. Date the event occurred:
The date the original sample was drawn and mislabeled was July 31, 2001.
You write in 07/31/2001.

2. Time event occurred:
The time the original sample was drawn and mislabeled was 4:25 PM. You
check the “4-8 PM”choice.

3. Did this event occur on a weekend or weekday?:
The samples were mislabeled on July 31, a Tuesday; therefore, you check
“weekday.”

4. Person involved:
The phlebotomist who drew the original sample was trained on the job and
did not fit any of the categories, so you check “other.”
The name of the phlebotomist can be written on the line provided on the
worksheet; however, it is not entered into the database to protect
confidentiality.
(In order not to lose the information that the person involved was a
phlebotomist, include it in the narrative description.)

5. Where in the process the event first occurred:
This is the field that asks you to identify the process in which the event
first occurred (the initial antecedent). You select “Sample Collection.”

6. Where event occurred:
This identifies the location in the organization where the event first
occurred. Mr.Vecchio was in a patient room on 2 West when the pre-
operative samples were drawn. You check the box for “hospital ward.”

Location Code:
You enter 2W to indicate Mr. Vecchio’s hospital ward.

7. Product Issued?
Mr. Vecchio’s units were issued to the OR, so you mark “Yes.”

8. Product Administered?
Mr. Vecchio received a partial unit of red cells, so you mark “Yes.”

Report Accession Number:
After you submit the information into the database, the system assigns an
accession number, which in this case is 322. To keep a record on this
number, you record it at the bottom of your worksheet.



QA SysOp Practice Kit Case 1
Section 3 QA SysOp Investigation Report

MERS-TM Page 9

QA SYSOP
INVESTIGATION
REPORT

The next form to fill out is the QA SysOp Investigation Report. Again, you
could do this directly online, but in this case you decide to have a paper-based
version of the form as a worksheet. 
When you have completed this form, you will have:
• provided further description and coding of the event
• performed a risk assessment for the event
• decided whether the event warranted an expanded investigation (root

cause analysis)
• determined the recommended follow-up action

Worksheet
Instructions    !

Use the following information to complete the blank QA SysOp Investigation
Report (Worksheet) included on page 25 of the Appendix.

Report Accession Number
You use the accession number assigned, which was 322.

(Refer to Event
Code List)

Event Codes:
The spaces provided for each type of event code are broken up into
sections.

1. Consequent (Discovery) Code:
Event type: :  *___     ___  ___     ___  ___  ___
This section contains only 1 space. (Notice the asterisk.) You enter a
number that indicates whether the overall event is a misadventure, no harm
event, near miss with an unplanned recovery, or near miss with a planned
recovery. This Case 1 event is definitely a misadventure, so you enter a 1.
Process code: :  ___     *___  *___     ___  ___  ___
The process code section is the middle section and contains two spaces.
This code identifies the process in which the event was discovered. The
code list used to fill out this section is the Transfusion Service Event
Codes. 
The event was discovered after the products left the transfusion service, so
you jump to the end of the code list to the Product Administration process
section. To the right of the section title, you see a list of subprocess codes.
The leading alpha characters for Product Administration are UT, so you
write UT in the two blanks.
Subprocess code: :  ___     ___  ___     *___  *___  *___
On the code list, the two alpha character process code is followed by three
numbers and a text description.
Find the text description that best describes the overall event. Write the
three numbers in the last three spaces provided for the consequent event
code.
UT 002 (wrong product administered to correct patient) best describes this
event. You write 002 in the remaining three spaces.
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2. Antecedent (1st Occurrence) Code:
The initial antecedent was the mislabeling of the samples. You go back
toward the beginning of the Transfusion Service Event Code list and locate
a section called “Sample Collection.”
Looking at the specific codes, SC 001 (labeled incorrectly) is the best fit.
You can expand upon the code description in the narrative blocks
provided.

3. Significant Antecedent (Occurrence) Event Code
This is where you identify the most significant antecedent event that
occurred within the transfusion service. (This antecedent usually
respresents the most promising area to target for process improvement.)
In this case, one of the antecedents occurred within your span of control in
the transfusion service, which was checking historical information about
the patient.
At Riverbend, the history is checked during the accessioning process. The
accessioning process is captured under the Sample Handling section of the
Transfusion Service Event Code list.
SH 005 is the code that best describes where something went wrong in the
process. You will describe this further in the text block that follows.

4. Additional Description of the Event:
You use this narrative block to further describe the event. Additional
knowledge may be added, or information that is not clear from the initial
narrative or codes should be clarified here.
There are any number of things you could include in the description, but
you chose to write the following description:
“Temporary staff did not locate the patient history in the card file.”
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NOTE: The next two questions relate to the risk to the patient – actual or
potential. The RAI tool is provided to help work through these
questions and arrive at the Final RAI (Risk Assessment Index).

5. Risk Assessment (RAI)
RAI is used to decide whether or not to do an expanded investigation (root
cause analysis) and to determine the extent of follow-up action to
recommend.
The Risk Assessment Index (RAI) includes two components: 1) Quantified
Estimate of Severity of Patient Harm (QES) and 2) Quantified Estimate of
Probability of Recurrence (QEP).

QES:  Mr. Vecchio had a severe transfusion reaction, so you decide to rate
the estimate of severity as extremely high, or “.99” for the QES.

QEP: The probability of this event happening again—the combination of
mislabeled samples plus not locating the patient information card—
is possible at your institution, so you rate the QEP as high, or “.75.”

RAI:
Based on these numbers alone, you know that the risk index will be above
the 0.50 threshold, which means you will be performing an expanded
investigation that includes a Root Cause Analysis.
Although the final RAI you will see in the database will be calculated
automatically, it is important that you understand how the value is reached.

The Final RAI  =  QES x QEP + Information about type of event and
Whether or not the product was issued.

Refer to the RAI tool chart to obtain the initial RAI (QES x QEP), which is
0.7.

Recall that the event type is recorded as the first number of the consequent
event code. In this case, the event is a 1 (misadventure). If this event were a
3 (near miss – unplanned recovery), 0.1 would be added to the initial RAI.

Extremely  Very Very
                                              QEP:       High  High     High  Medium  Low      Low
QES:  0.99  0.90  0.75      0.50  0.25  0.10
Extremely High             0.99 1.0         0.9  0.7        0.5  0.2    0.1
Very High                      0.90 0.9         0.8  0.7        0.4  0.2  0.1
High                               0.75 0.7         0.7       0.6        0.4  0.2    0.1
Medium                         0.50 0.5  0.4       0.4        0.2         0.1   0.05
Low                               0.25 0.2  0.2       0.2        0.1         0.1  0.02
Very Low                      0.10 0.1   0.1       0.1       0.05   0.02  0.01
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Because the product was issued, an additional 0.2 is added, giving you a
final RAI of 0.9. (Refer to B7, Event Discovery Report)

6. Organizational risk:
The next question asks if there is any organizational risk. Because of the
transfusion reaction, there are both legal and financial implications for this
event, so you mark “High.”

7. Follow-up:
Your follow-up choices are also made based on the RAI tool. At the
bottom of the RAI sheet, you see that the recommended action for an RAI
of 0.9 is “propose change.”
This means you will need to collect more information not only on this
event, but also study any similar events that may have happened in the
past.
In addition, you also select “FDA Reportable” and “External report to
other dept/org.”

8. If appropriate, describe the long-term preventive action to be taken:
The long-term preventive action field is intended to be filled out if there is
a “quick fix” that can be easily and quickly implemented, or if the event
has an obvious solution. It can also be filled in at a later date after an
analysis has been completed.
The checking of the card file had been an implicit step in the accessioning
procedure since the implementation of the new computer system. You
realize that it was a mistake not to formalize the check into the procedure.
You write the following:
Modify accessioning procedure to include checking of the card file.

NOTE: You rarely add steps to the procedure. Adding steps adds to the
complexity of the procedure and thus increases opportunity for
error. However, this change merely formalizes a necessary step.

9. What type of investigation will this event receive?
Based on the fact that the event caused patient harm, is reportable, has a
high risk index, and poses a risk to your organization, you mark “Expanded
investigation.”

Rough or Linked?
Because you are performing an expanded investigation and will perform a
root cause analysis to determine causes, you won’t need to estimate
“rough” causes or link the event to a previously expanded case. You leave
this section blank.
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Notes:
This is where you take a few minutes to make notes to yourself about the
specifics of the event, who you spoke with and when, patient information,
and other relevant details that will not be entered into the database.
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ORGANIZING THE
EVENT INTO A
TABLE

There are many methods of moving from an event description to a causal tree.
With practice, most people are able to make the mental leap from the event
description directly to the tree.
In this case, you choose to use the timeline you created earlier to help
organize what you know about the event into a three-column table.

Refer to timeline
and table

Refer to page 5 for the timeline and page 15 for the completed table.

Table Description:
Left Column Middle Column Right Column
Process steps from
timeline.

Description of actual
failures

Reasons for each failure

Left column
The process steps listed in the time line form the left column of the table. One
process step is entered per box.
Middle column
This is where the actual failures are described.
For each process step in which a failure(s) occurred (in this case, Sample
Collection and Sample Handling), you create a “sticky note” with a
description of the failure. Only one failure is listed per “sticky note.” These
failures are the antecedent events. You are careful to provide only objective
descriptions.
For process steps in which no failure occurred (Testing, Issue), nothing needs
to be entered into the middle column. You usually make a note to yourself
why you did not enter anything in the middle column. 
The bottom box in the middle row describes how the event was discovered. It
is therefore the consequent event. 
Right column
This is where you list the causes for the failures that are described in the
middle column.
For each failure described on a “sticky note” (middle column), describe the
causes uncovered in the investigation. The list can be added to as needed.
If there is no failure described in the middle column, enter N/A in the right
column.
The bottom box in this column is paired with the “sticky note” describing the
discovery of the event (consequent event). It is not necessary to write
anything in this final box because “Why?” is answered by the antecedent
events described at the top of the middle column.
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Time Line
Process Steps

What went wrong
(Event code if applicable)

Reasons
Why?

JULY 31, 4:25 PM

Mr. Vecchio’s samples
drawn

This is the first thing to go wrong
(initial antecedent).

Why did it happen?
Tubes not labeled at bedside as
outlined in protocol.
(Further exploration of this
antecedent should be followed up
on by the central lab phlebotomy
staff supervisor.)

JULY 31, 5:05 PM

Mr. Vecchio’s samples
checked into transfusion
service

This is the second antecedent.

Why did it happen?
Patient history not in computer
• LIS only went back 3 years 
• Clerical assistant missed the

card
Temp did not locate patient card
history
• No one told her to check card

file
• Checking card file was an

unwritten practice
JULY 31, 6:00 PM

Mr. Vecchio’s samples
were typed and
crossmatched to two 
A Pos units of red cells.

This is not counted as an
antecedent event in the causal
tree because no error occurred at
this step. The event was invisible
to the technologist performing
testing.

N/A

AUGUST 1, 11:00 AM

Mr Vecchio’s two units of
red cells were issued to the
operating room.

This is not counted as an
antecedent event in the causal
tree because no error occurred at
this step. The event was invisible
to the person issuing the
products.

N/A

AUGUST 1, 12:30 AM

Mr Vecchio has a
transfusion reaction when
the first unit is infused.

This is where the event was
discovered (consequent event).
This is at the top of the causal
tree.

The top two “sticky notes” in the
middle column describe the
failures leading up to the
transfusion reaction. 

Tubes switched and are
mislabeled
(Sample Collection – SC)

Patient’s historical record
not located
(Sample Handling – SH)

O Pos patient transfused
with partial unit of A Pos
RBCs and has transfusion
reaction
(Unit Transfusion –UT)
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BUILDING THE
CAUSAL TREE

Once you have completed the table, you take the “sticky notes” and create the
foundation of the causal tree. 

There was no recovery in this event, so you only build the failure side of the
tree.

The consequent event is placed at the top of the tree. 

The initial antecedent is placed below the consequent event on the left. Each
additional antecedent is placed just to the right of the antecedent preceding it. 

Once the consequent event and all its antecedents are listed, it is time to
complete the tree by taking the list of causes from the right column of the
table, placing them in logical order underneath the appropriate antecedent.
(See completed tree.)

REMEMBER:
• Ask “why?” five times of the consequent event and each antecedent
• Work across the tree until all antecedents are listed; then work down to

the root causes.
• Consider the types of possible causes in this predefined order: technical,

organizational, human, patient-related, and other.

Tubes switched and
mislabeled.

(Sample Collection – SC)

Patient’s historical record
not located.

(Sample Handling- SH)

O Pos patient transfused
with partial unit of A Pos
RBCs and has transfusion

reaction.

why?
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CAUSAL TREE

Patient transfused with
partial unit of A Pos RBCs

and has transfusion
reaction

Tubes switched and
mislabeled

(Sample Collection – SC)

Patient’s historical file not
located

(Sample Handling – SH)

Patient history not in
computer

Temp did not locate
5 yr old history card

Phlebotomist did not
label tubes at bedside
as outlined in protocol

LIS contains 3 years of
patient files

Historical transfusion
records not input into

new LIS

No one told her to
check the card file

Checking card file
was an unwritten

practice
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ASSIGNING ROOT
CAUSE CODES

Once the causal tree is complete and those involved in the event agree that the
tree describes what happened, it is time to code the bottom row of boxes with
the Eindhoven Classification Model- Medical Version (root cause codes).

Phlebotomist did not label tubes at bedside in semi-private room:
The phlebotomist is not a transfusion service employee, so investigating why
he/she performed particular actions is beyond the scope of your investigation.
The code for a human cause outside your control is HEX (Human External). 
If the phlebotomist’s actions are within the scope of your investigation, you
would talk to the person and find out why the well-established protocol was
not followed. You know that it is not productive to conclude any part of an
investigation by simply saying that someone did not follow protocol. 

Historical transfusion records not input into LIS when it was implemented:
You had argued for these to be entered, but upper management in the
laboratory felt it was cost prohibitive to do so. Therefore, accepting the risk of
not locating a patient file when needed was a management decision within
your area. Therefore, you code it as an OM (Organizational, Management
Priorities).
The OM code is not intended to be critical of management but acknowledges
the role that management plays in creating latent conditions that set the stage
for events. Even good decisions have unintended side effects.

No one told her (the temporary clerk) to check the card file:
The transfusion service had the responsibility to educate Mary about the card
file. This was not done, so there was a problem with the organizational
transfer of knowledge (OK).

Checking of the file was an unwritten procedure:
Although everyone in the transfusion service knew that this should be done, it
was not written into a procedure. This root cause would be coded as an OP
(Organizational, Protocols). Unwritten practices create latent conditions.
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CAUSAL TREE WITH ROOT CAUSE CODES

Patient transfused with
partial unit of A Pos RBCs

and has transfusion
reaction

Tubes switched and
mislabeled

(Sample Collection – SC)

Patient’s historical file not
located

(Sample Handling – SH)

Patient history not in
computer

Temp did not locate
5 yr old history card

Phlebotomist did not
label tubes at bedside
as outlined in protocol

LIS contains 3 years of
patient files

Historical transfusion
records not input into

new LIS

No one told her to
check the card file

Checking card file
was an unwritten

practice

HEX OM OK OP
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ROOT CAUSE
ANALYSIS REPORT
WORKSHEET

The next step in the process is to fill out the final form for the event, the Root
Cause Analysis Report form.
You generally do not use the Root Cause Analysis Report worksheet for this
part of your MERS process because you enter this information directly into
the computer. However, for this case you use the worksheet as a convenient
method for gathering all the information.
The narrative boxes on the tree do not need to match your entries on this form
exactly. The key point is to make the case understandable to someone who
reads it at some point in the future.

Worksheet
Instructions    ! Use the following information to complete the blank Root Cause Analysis

Report (Worksheet) found on page 28-29 of the Appendix.

Report Accession Number
You use the accession number automatically generated by Database
Functions when you entered your discovery report.

Consequent Event Code
You use the same code you created for the Consequent Event Code on the
QA Sys Op Investigation Report form: 1 UT 002.

Describe what happened:
The Consequent Event code tells you that there was no recovery, the event
reached the patient (1 UT) and that an inappropriate product was
administered to the correct patient (002). The description should go beyond
this information, not duplicate it. You use the text from the consequent
event at the top of the causal tree: O Pos patient transfused with partial
unit of A Pos RBC and has a transfusion reaction. 

Initial Antecedent Event Code 1
You use the same code you created for the Antecedent (1st Occurrence)
code on the QA Sys Op Investigation Report form: SC 001.

Describe what happened:
Again this should expand upon the code, Sample Collection, labeled
incorrectly. You decide to change the wording from your tree and say,
Two patients drawn, tubes switched at labeling.

Cause Code 1a:
HEX

Describe what happened:
Phlebotomist did not label tubes at bedside in semi-private room. 

Cause Code 1b:
There is no more information to list under Antecedent Event 1. You move
on to antecedent Event Code 2.
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Antecedent Event Code 2
You use the information from the second failure for this event, which was
also the same code you used for Significant Antecedent (Occurrence)
Event on the QA Sys Op Investigation Report form (SH 005).

Describe what happened:
Temporary staff did not retrieve the 5 year old patient history card
from the card file. History was not in the LIS.

Cause Code 2a:
OM

Describe what happened:
Historical records not entered during LIS implementation 3 years
ago.

Cause Code 2b:
OK

Describe what happened:
Temporary staff was not told she needed to check both the LIS and
the card file. 

Cause Code 2c:
OP

Describe what happened:
The checking of the card file was an unwritten practice.

There are no additional antecedent events. You review the form to make sure
it makes sense and that you did not use any non-standard abbreviations or
hospital/patient identifying information. This form is now complete.
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MERS-TM Event Discovery Report (worksheet)
Transfusion Service

Instructions:   Use this worksheet to collect event discovery/occurrence information, and then enter it into the online database.
Section A – Discovery Information

4. Discovery time:    ! 12-4 AM       ! 4-8 AM      ! 8-12 Noon        ! 12-4 PM        ! 4-8 PM        ! 8-12 Mid.

5. Discoverer’s job description:

6. Where in the institution was th

! Trans. Serv.     ! OR      ! ER      !

7. Describe briefly the event you

8. How did you discover this eve

9. Where in the process was the e
    ! Product Check-In            ! Patie

    ! Sample Testing               ! Produ

    ! Product Issue                   ! Produ

10. Product/Record Action:     ! P
       ! Additional testing                 ! P
Section B – Occurrence Inform

4. Person involved:    ! Clerk     ! H

   Person involved:   ___________

5. Where in the process did the in
   ! Product Check-In            ! Patien

   ! Sample Testing               ! Produ

   ! Product Issue                   ! Produ

6. Where in the institution did th

! Trans. Serv.      ! OR        ! ER      

7. Product Issued?    ! Yes    ! No

Report Accession Number   ____

3. Day of discovery:

!  Weekday    ! Weekend/Holiday

2. Discovery date:

_____ mo./_____ day/_________year

1. Report date:

_____ mo./_____ day/_________year

1. Date the initial antecedent event 

_____ mo./_____ day/_______year
  ! Clerk       ! House staff       ! MD/DO       ! MLT       ! MT       ! RN       ! LVN / LPN     ! Other

   ! Supervisor       ! QA/QC        Discoverer’s name: ____________________________________
covery Report (

e event discovered?

 ICU       ! L&D      ! Clinic       ! Hosp. Ward        ! Other           Location Code ______________

 discovered.

nt?

vent discovered?
nt/Product Request             ! Order Entry               ! Sample Collection                ! Sample Handling

ct Storage                           ! Product Selection      ! Product Manipulation           ! Available for Issue

ct Administration               ! Miscellaneous

roduct retrieved           ! Product destroyed           !  Record corrected              ! Floor/Clinic notified

t. sample recollected           ! Other
ation

ouse staff    ! M

_____________

itial anteceden
t/Product Reque

ct Storage          

ct Administration

e initial antece

  ! ICU        ! L&

                   8. P

_____________

occurred: 3. Day initial antecedent occurred:

! Weekday      ! Weekend/Holiday
2. Time initial antecedent occurred:
 ! 12-4 AM      ! 4-8 AM      ! 8-12 Noon
Worksheet)

D/DO    ! MLT     ! MT ! RN    ! LVN/LPN     ! Other     ! Supervisor       ! QA/QC

__________________

t (occurrence) event first occur?
st             ! Order Entry              ! Sample Collection             ! Sample Handling

                  ! Product Selection      ! Product Manipulation        ! Available for Issue

                ! Miscellaneous

dent (occurrence) event occur?

D       ! Clinic       ! Hosp. Ward        ! Other        Location Code ______________

roduct Administered?    ! Yes      ! No

____________________ Sub-site code (if applicable)_________________

 ! 12-4 PM      ! 4-8 PM      ! 8-12 Mid.
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V

QA SysOp Investigation Report (worksheet)

Event Codes:

1. Consequent (discovery) Code:

   *___      ___  ___      ___  ___  ___

*Enter 1-4 on the first line:   1=No recovery, harm    2=No recovery, no harm    3=Near miss, unplanned recovery    4=Near miss, planned recovery

4. Additional description of event (optional):

5. Risk Assessment:

QES:    ! .99      ! .90      ! .75      ! .50      ! .25      ! .10

QEP:    ! .99      ! .90      ! .75      ! .50      ! .25      ! .10

7. Follow up:
 ! Propose action       ! Consider action       ! Monitor       ! External report to other dept/org       !  FDA Reportable

8. If appropriate, describe the long-term preventive action to be taken:

9. What type of investigation will this event receive?       ! Routine Investigation         !  Expanded Investigation

Complete this section only if this event is undergoing a routine investigation.

N

o
  

Link to Accession Number
____________________________

Report Accession Number:  ______________________________

Final RAI: _________                  6. Organizational Risk:
  !  High       ! Low      ! N/A
Rough
r Linked?
     ___
ersion 1.1     

otes:
Rough/Link
Cause Code 1
___  ___  ___
QA SysOp Investig
Rough/Link
Cause Code 2
___  ___  ___
ation Report (Wo
Rough/Link
Cause Code 3
___  ___  ___
rksheet)
Rough/Link
Cause Code 4
___  ___  ___
3. 3. Significant antecedent (occurrence) Code:
     ___  ___      ___  ___  ___
2. Initial antecedent (1st occurrence) Code:

     ___  ___      ___  ___  ___
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