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Welcome to the National Healthcare Safety Network Biovigilance Component
Hemovigilance Incident reporting training session.



Target Audience

= Staff in Blood Transfusion Services
departments who will be collecting
and/or entering incident report data
into the Hemovigilance module of
NHSN

= Staff who will be analyzing incident
report data

This training session is intended for staff in Blood Transfusion Services departments who will
be collecting and/or entering incident report data into the Hemovigilance Module of NHSN
and for staff who will be analyzing Incident report data.



Prerequisites

= View Training 1: Biovigilance Component Overview

m Have copies of Hemovigilance protocol, Tables of
Instructions, and the following forms available for
reference:

— Hemovigilance Module Monthly Reporting Plan
Incident form
Blood Products Incident Reporting — Summary Data
Monthly Denominator form

We strongly recommend that you take the Biovigilance Component Overview training before
viewing this session. You may want to print out copies of the Hemovigilance protocol, Tables
of Instructions, and the following forms for reference: Hemovigilance Module Monthly

Reporting Plan, Incident form, Blood Products Incident Reporting — Summary Data, and
Monthly Denominator form.
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Objectives @u

= In this session we'll discuss
Key terms used in incident reporting
Why error reporting is important
Why employees don’t always report mistakes
Using process codes to categorize errors
Using the Tables of Instructions
Completing a Monthly Reporting Plan

Completing and entering a Hemovigilance Incident form in
NHSN

Incident result and root cause analysis definitions
Real case examples

Completing the Incident Summary data form
Linking Incidents with Adverse Reactions
Custom fields and labels

In this session we will discuss: key terms used in incident reporting, why error reporting is
important, why employees don’t always report mistakes, using process codes to categorize
errors, using the Tables of Instructions, completing your Monthly Reporting Plan, completing
and entering a Hemovigilance Incident form in NHSN, Incident result and root cause analysis
definitions, real case examples, completing the Incident Summary data form, linking
Incidents with Adverse Reactions, and, finally, creating custom fields and labels.



Key Terms in Hemovigilance
Incident Reporting

m Incident An accident or error that could lead to an adverse outcome
affecting a) the safety, efficacy or quality of blood, blood components, or
plasma derivatives; or b) the safety of recipients.

— Accident An unexpected or unplanned event, not attributable to
deviation from standard operating procedures.

— Error  An unexpected, unplanned deviation from standard
operating procedure that is likely attributable to a human or system
problem.

High priority incident An accident or error that has high potential for
wrongful transfusion in a recipient. This would include sample labeling
errors, collecting a sample from the wrong patient, processing needs
not indicated, not done, misunderstood, or misinterpreted.

Near miss An incident that is discovered before the start of the
transfusion and could have led to a wrongful transfusion or reaction in a
recipient.

Our terms are consistent with International Society of Blood Transfusion (ISBT) definitions.
An incident is an accident or error that could lead to an adverse outcome affecting a) the
safety, efficacy, or quality of blood, blood components, or plasma derivatives; or b) the safety
of recipients. An accident is defined as an unexpected or unplanned event, not attributable
to deviation from standard operating procedures while an error is an unexpected, unplanned
deviation from standard operating procedure that is likely attributable to a human or system
problem. In NHSN Incident reporting we also have “high priority incident” reporting. A “high
priority incident” is an accident or error that has high potential for wrongful transfusion in a
recipient. This would include sample labeling errors, collecting a sample from the wrong
patient, special processing needs not indicated, not done, misunderstood, or misinterpreted.
We define a “near miss” as an incident that is discovered before the start of the transfusion
and could have led to a wrongful transfusion or reaction in a recipient.



Why Report Errors?

Needs defined by reported events
— Customer complaints
— Reported incidents
— Audit findings
A process improvement identification tool
— Provides a means to capture, track, and trend data
Measure success of a process improvement initiative
— Data can be used to promote and support change
Compare to peers

— Use aggregate data to compare yourself with other
facilities of similar size and transfusion volume

Why report errors? Often a facility’s needs can be determined by reported events such as
customer complaints, incident reports, and internal and external audit findings. Error
reporting is a process improvement identification tool that provides a means for capturing,
tracking, and trending data. It can be used to measure the success of process improvement
initiatives and promote and support change. Eventually, information can be used in
aggregate to compare your facility with others of similar size and transfusion volume.



Reasons Why Employees Do
Not Report Mistakes

Too busy

Complicated and time-consuming documentation process
Not able to report anonymously

Hesitancy to “tell” on someone

Fear of disciplinary action

Belief that it is unnecessary to report when no negative
outcome

Easier to just fix error than tell about it
Lack of knowledge of what to report
Lack of knowledge of how to report

Lack of awareness of the value of reporting in order to
improve safety and quality

There are a number of reasons why employees do not report mistakes. They feel they are
too busy, the documentation process is complicated and time-consuming, they are not able
to report anonymously, there’s a hesitancy to ‘tell’ on someone, fear of disciplinary action, a
belief that it is unnecessary to report when there is no negative outcome, sometimes it's
easier to just fix the error than to tell about it, there’s a lack of knowledge of what to report, a
lack of knowledge of how to report, and a lack of awareness of the value of reporting in order
to improve safety and quality.



Event Discovery
Ways of Reporting Errors

s Complete an incident report or other
form unique to your facility

m Complete a Hemovigilance Incident form
G ‘ — Paper form entered into NHSN
\3

N\
, — Report directly into NHSN

= Enter information on existing supporting
documentation

— Requisition

— Pick-up slip

— Laboratory Information System (LIS)
correction record

P | ARRRRRRRER

There are several ways of reporting errors. Complete an incident report or other form unique
to your facility, complete a Hemovigilance Incident form using either the paper data collection
form or reporting directly into NHSN, and entering information on existing documentation
such as a requisition, pick-up slip, or Laboratory Information System (LIS) correction record.



What Errors to Report

Any error that occurs from product
receipt to transfusion

Near misses and actual events where
product is administered to the patient

Locations where errors happen:
— Transfusion service
— Clinical service

Errors will be categorized using process
codes

Report any error that occurs from product receipt to transfusion. Report both near misses
and actual events where product is administered to the patient. Errors can occur in
transfusion service departments as well as in clinical service areas. Errors will be
categorized using process codes.



Getting the Right Blood to the Right Patient
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This slide provides one illustration of blood processing starting from the top left corner when
product is delivered to the healthcare facility, going across the top, then to the bottom left all
the way to the bottom right when the blood product reaches the patient and is transfused.
Errors can occur anywhere in the process. Let's take a closer look at one point in the
process where blood is drawn from the patient for type and crossmatch.



Blood Drawn
from
Patient for Type
& Crossmalgh

SC 01 Sample labeled w/incorrect patient name
SC 02 Not labeled

SC 03 Wrong patient collected «———
SC 04 Collected in wrong tube type

SC 05 Sample QNS

SC 06 Sample hemolyzed

SC 07 Label incompletelillegible/incorrect
SC 08 Sample collected in error

SC 09 Requisition arrives without samples
SC 10 Wristband incorrect or not available
SC 11 Sample contaminated

You will see that a number of errors are listed that could potentially occur during the process
when blood is drawn from the patient for type and crossmatch. Each error has a code next
to it. For example, if the sample was drawn from the wrong patient, the process or error
code would be SC03.



Transfusion Service
Categories

PC Product check-in

— Products received from outside source

— Return to inventory from patient care area
SR Sample receipt

— Receipt of sample in transfusion services
ST Sample testing

— Testing of sample, type & crossmatch
US Product storage

— Storage of blood and blood products in Transfusion Services
AV Auvailable for issue

— Quality management of product inventory
SE Product selection

— When products are selected for transfusion
UM Product manipulation

— When pooling, irradiating, dividing, thawing, and labeling
products

Ul Product issue
— Issue of blood products from Transfusion Services
MS Other

As was mentioned in an earlier slide, errors can occur in both Transfusion Services and
clinical service areas. Transfusion Service process points include: PC or product check-in
where products are either received from an outside source or where products are returned to
inventory from a patient care area. SR or sample receipt is the point at which a patient
sample is received in transfusion services. ST or sample testing includes type and
crossmatch and other testing of the patient sample. US or product storage covers errors that
occur during storage of blood and blood products. AV or available for issue includes quality
management of product inventory. SE or product selection is the point at which products are
selected for transfusion. UM or product manipulation errors occur during pooling, irradiating,
dividing, thawing, and labeling products. Ul or product issue is the point when products are
issued to departments outside of Transfusion Services. If errors do no fall into one of the
points above you can use code MS for miscellaneous or other errors.



Clinical Service Categories

PR Product/test request

— Request of a test or product by clinical
service (online or requisition)

SC Sample collection
— Service collecting the samples
SH Sample Handling

— Paperwork accompanying the sample for
testing

RP Request for pick-up
— Product request

UT Product administration
— Product transfused
MS Other

Clinical service process areas include PR or product/test request when the test or product is
requested by a clinical service. This can include online and paper or requisition requests.
SC or sample collection errors occur at the time the sample is drawn from the patient. SH or
sample handling errors involve paperwork accompanying the sample or testing. RP is
request for pick-up or the time the product is requested. Finally, UT or product
administration errors occur at the time the patient is transfused.



Tables of Instructions

= Provide rules for each data field.

7 )

I

Table 3. Instructions for Completion of the Bleed Product Incidents Reporting —
Summary Data (CDC 57.30 [/ =

Facility 1D Table 4, Instruct\uns for Completion of Monthly Reporting Denominaters (CDC
57.309)
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Form Field
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Year Form Field Instructicns for Form Completion

Process Pont Facility 1D # The NHSM-assigned facility 10 number will be autoentered
,,,,,,,,,,,,,,,,,,,,,,, by the computer.
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Table 8. Instructions for Completion of the Hemevigilance Incident Form (CDC
57.308) 205)
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Form Field Instructions for Form Completion radiated & leukocyte
Facility 1D [The NHSMN-assigned facility 1D number will be autoentered fad geetdand pellanghoc...,
by the cormputer
Incident # [Autoentered. MHSM-assigned nurmber
Local Incident # or Lag # Optional. Your facilty Incident report, log or other nurmber

used locally to track the incident

Discovery
Date of discovery Required. Enter the date the incident was discovered
This is the earliest date at which the incident was known
and should be either the sarme or later than the date of
occurrence. It must be a date that falls within the
rmonitoring month

Tirne of discovery Required. Enter the exact time of discovery using the 24
hour clock (" Military time™). If the exact ime is not known
indicate the approximate time and check the "Time
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Tables of Instructions are located on the NHSN website and include detailed rules for
entering each data field. Please be sure to refer to these to make sure you correctly
understand the context of each question being asked on the forms.



Steps for Reporting Incidents
iIn NHSN

Beginning of the month — Enter Monthly
Reporting Plan

Throughout the month (or at the end), enter
individual Incident forms. Forms should be

entered within 30 days of the close of the
month whenever possible.

End of the month — Enter Blood Product
Incidents Reporting - Summary Data form

End of the month — Enter Hemovigilance
Monthly Denominator form

Now let’s go over the steps for entering incident reports into NHSN. At the beginning of each
month enter your Monthly Reporting Plan. Throughout the month (or at the end of the
month), enter your individual incident forms. Forms should be entered within 30 days of the
close of the month whenever possible. At the end of the month enter the Blood Product
Incidents Reporting — Summary Data and Hemovigilance Monthly Denominators.



Monthly Reporting Plan
Data Collection Form

Hemovigilance Module
Monthly Reporting Plan

Facility ID#: Month __ _ / Year

All reporting is facility-wide.

] Adverse transfusion reactions & all incidents associated with reactions

O Monthly reporting denomj

@ Incidents reporting - summary data with detailed reporting of high
priority incidents

. [ Incidents reporting - detailed reports of all incidents

Use detailed reports of all incidents if your facility does not
have an alternative method of collecting incident information and/or
your volume of tranfusions is low.

There are two methods to choose from for reporting incidents. “Incidents reporting —
summary data with detailed reporting of high priority incidents” is the method we
recommend. Using this method you complete a detailed incident report for all incidents that
are termed “high priority” and any other errors where there was a high likelihood that the
error could have resulted in harm to the patient. If you look at your summary data form, high
priority codes have a plus sign next to the code. Also, any error, whether high priority or not,
should have a full incident report entered if product reaches the patient, regardless of
whether an adverse reaction occurs. For non-high priority or minor incidents, you will collect
total numbers of errors for each category and enter those on a summary form at the end of
the month. If your facility does not have an alternative method for collecting incidents or your
transfusion volume is low, you may want to enter full information for every incident.



Monthly Reporting Plan

= Add Monthly Reporting Plan prior to entering any
data for the month you plan to report

= If you are not sure if the plan has been entered, use
Find to locate any plans previously added.

Department of Health and Human Services

Centers for Disease Control and Prevention

NHSN - National Healthcare Safety Network (1SD-CLFT-NHSN1)

g Logged into Pleasant Valley Hospital (1D 10312) =s RUBY.
Facility Pleasant Valley Hospital (1D 10212) is following the BV component.

Reporting Plan

0 Add L

B Find NHSN Hemovigilance Module Home Page

) Use the Navigation bar on the left to access the features of the
Incident
EREETT Assurance of Confidentiality: The information obtsined in this surveillance sy
Summary Data of any individ collacted with a guarantes that it will be hald
. far the purpo d will not otherwise be disclosed or released witho
Analysis the institutio vith Sections 304, 306 and 308(d) of the Public

At the beginning of each month enter a Monthly Reporting Plan to inform CDC of what you
will be reporting for the month. You can enter several plans at one time. If you are not sure
whether you have entered a reporting plan, click on “Find” to locate any plans that have been
previously entered.



Monthly Reporting Plan

NHSN - National Healthcare Safety Network (ISD-CLFT-NHSN1) | NHSN Home | My Info | Contact us | Help | Lag Out

Logged into Pleasant Valley Hospital (1D 10312) as RUBY.
Facility Plessant Valley Hospital (ID 10312 is folloving the BV component.

Add Monthly Reporting Plan

Mandatory fields marked with * Print PDF Form

Facility ID: | Pleasant Valley Hospital (ID 10312) +

“Month: | January ¥

*Year: 2009 ¥
[ No Biovigilance Modules Followed this Month

Hemovigilance Module
All reporting is facility-wide.
[ Copy from Previous Month ]

Adverse transfusion reactions & all incidents associated with reactions Req u | red
Monthly reporting denominators

[incidents reporting - summary data with detailed reporting of high priority incidents

OR
[incidents reporting - detailed reports of all incidents

==

This is the NHSN screen of the Monthly Reporting Plan. Since adverse reaction reporting
and monthly denominators are required for participation in the Hemovigilance Module, these
fields are auto-filled by the system. All you have to do is select your reporting method for
incidents. After entering your information, click on “Save.”



Incident Reporting

= Complete full report for any incident
— That results in an adverse reaction of a patient

— That has a + sign next to the codes on the
Blood Products Incident Reporting — Summary Data form

» These are high priority codes i.e., there is potential for
patient harm

» Codes are PR 03, SC 01, SC 02, SC 03, SC 07, SC 10,
SH 03, ST 03, ST 07, ST 09, UM 07, UM 08, UM 09, Ul
06, UT 01, UT 02,

— Where product reaches the patient even if there is no harm
= Provide summary data on other errors
— Clerical or technical function errors that have little likelihood

?\\W of impacting the patient
ﬂeﬂ\‘/' Required fields are indicated by an asterisk *

Complete a full report for any incident that results in an adverse reaction in a patient, that is a
high priority incident, or where product reaches the patient even if there is no harm to the
patient. Provide summary data for other errors such as clerical or technical function errors
that have little likelihood of impacting the patient. Remember that required fields are
indicated by an asterisk.



Incident Form

Report any incident that is reported to and
documented by your department

Incident # - system number generated by NHSN
Local incident # or log #

— Your institution number for this incident (e.g., the
number on the incident report that was filed)

Hemovigilance Incident

Required for saving

Incident #: [system generated]

Local Incident # or Log #:

"Date of discovery: /7 _ 7 _ __ __ __ *Where in the facility was the incident
discovers o7
*Time of discovery: __ __:__ __ (HH:MM)

[0 Time approximate O Time unknown

FHow was the incident first discowered? (Check oney

[0 computer system alarm or warning [0 comparison of product label to patient information
—

Report any incident that is reported to and documented by your department. Incident # is the
system generated number in NHSN. The Local incident or log # is the number your facility
used to track the incident such as the number on the incident report or other untoward
occurrence form that was filed within your own facility.



Discovery

m Date of discovery — the earliest date at which the incident
was known to have occurred
— Should be same date or later than the date of
occurrence
— Should fall within the month you are monitoring
= Time of discovery — enter exact time using military time (24
hour clock). If you know approximate time, provide
estimate, otherwise check “Time Unknown”
m  Where in the facility was the incident discovered?
— Select a facility-defined location from the drop-down list.
This may or may not be the same location where the
incident occurred.

Discovery

*Date of discovery: __ _ /4 *where in the facility was the incident
discovered?

*Time of discovery: __ ____ __ {(HH:MM)

O Time appraximate O Time unknown

The “date of discovery” is the earliest date at which the incident was known to have occurred.
It should be the same date or later than the date of occurrence. It should also be a date that
falls within the month you are monitoring. Enter the exact “time of discovery” using the 24
hour clock or “military time.” If, for example, you know the error occurred around the time of
shift change at 7 a.m. but don’t know the exact time, you would enter 07:00 and check, “time
approximate.” Select a location for “Where in the facility was the incident discovered?” from
your facility location drop-down list. This may or may not be the same location where the

incident occurred.



Discovery

How was the incident first discovered?

— Check the box of the description that most closely describes how
the error was discovered. If “Other” is selected, include a brief o
description in the space provided. Lh

At what point in the process was the incident first discovered?
— Check the box for the process point at the time the incident was . ._
discovered. Use the code descriptions on page 4 of the Incident i
form (or Appendix F in the protocol). !"

*How was the incident first discovered? (Check one)

[ camputer system alarm or warning [ comparison of product label ta patient information
[ comparison of sample and paperwark [ Comparison of product label to physician order

[ Historical record/previous type check ] Human ‘lucky catch’

[ observation by staff of unit/plate/reagent/sample/equipment [ Patient transfusion reaction
[ repeat or sample re-testing [J Routine audit or supervisory review [ Visual inventory review
[ other (specify)

*at what point in the process was the incident first discovered? (Check one)

O Product check-in - O Productftest request [ Sample collection [ Sample handling

O sample receipt [ Sample testing O Product storage [ Available for issue [ Product selection
O Product manipulation [ Reguest for pick-up O Product issue [ Product administration

[ post-transfusion review/audit [ other (specify)

How was the incident first discovered? Select the option that most closely describes how the
incident was discovered. If you select “Other” please include a brief description. At what
point in the process was the incident first discovered? Check the box for the process point at
the time the incident was discovered. We are only interested in the high level process
category at the time the incident was discovered. (Use the code descriptions on page 4 of
the Incident form or in Appendix F of the protocol).



» Qccurrence

m Date and time the incident occurred
= Where in the facility did the incident occur?
= Job function of the worker involved
— Use CDC occupation codes
— The worker who most likely made the error

Occurrence

*Date the incident occurred: *Tirne the incident occurred: *Whera in the fadlity did the
] . (HH:MM) incidert ocour?
O Tirne approxirnate -

O Tirne urknawn

Job fundction of the worker invalved in the incident (Use CDC Occupation Type codes on page 5)

O If Cther (zpecify)

Next we will complete the section on incident occurrence. First, enter the date and time the
incident occurred. If you don’t know the exact time, check “time approximate” as described
in slide 21. Enter the facility location where the actual incident or error happened. For
example, if a sample is mislabeled at the time it is drawn from the patient, enter the location
where the sample was drawn. Enter the CDC occupation code (contained at the end of the
Incident form and also listed in Appendix E of the protocol) of the person most closely
involved in the incident. Often this will be the worker who made the error.



Occurrence

= Where in the process did the incident first occur?
— Incident code

— If detail of incident is unknown but step in process is, use
process code with 00 (e.g., an incident during product
administration would be UT 00)

= Incident summary — brief but descriptive text of exactly what
happened

= Incident result
[*where in the process did the incident first occur? (Check oney |
O product check-in - O Product/test request [ Sample collection [ Sample handling
O sample receipe [ Sample testing O Product storage O Available for issue
O product selection O Product manipulation O Request for pick-up O Product issue
[ product administration [ Other (specify)
*Enter Incident Code (See Incident Codes on Page 4 of Form): __
or O Incident detail not specified
Incident summary:

*Incident result: (Check one)
[J 1 = Mo recovery, harm [J 2 = Mo recovery, no harm

O =2 = Near miss, unplanned recovery [ 4 = Near miss, planned recovery

Enter the incident code of where in the process the incident first occurred. This is the first
time point at which the error or accident occurred. Some errors occur at multiple points (for
example, if a wrong unit is issued to a patient and the nurse administering the transfusion
also fails to detect that the unit is for someone else, the first place the error occurred was at
product issue). If you don't know the details of the incident but know the step in the process,
enter the process code with a 00. For example, an incident during product administration
would be UT 00. Please enter a brief, but descriptive narrative in the incident summary of
exactly what happened. Then, check the final result of the incident.



Occurrence

Incident Result Definitions
See Appendix G of protocol for definitions

Incident Result

1= No Recovery, harm
Product was transfused and the patient experienced an adverse reaction

2= Mo Recovery, no harm
Praduct was transfused, but the patient did not experience an adverse reaction.

3 = Mear miss, unplanned recovery

Product was not transfused. The incident was discovered ad hoc, by accident, a human lucky catch, etc. It was
not discovered through formalized facility standard operating procedures or other previously instituted checks and
halances.

4 = Mear miss, planned recovery,
Product was not transfused. The incident was discovered through standardized processes or barriers built into
the systern to prevent errars.

Please use the protocol definitions for Incident Result. Result 1, “No recovery, harm,” means
that product reached the patient, was transfused, and the patient experienced an adverse
reaction as a result of the incident. Result 2, “No recovery, no harm,” means that product
was transfused but the patient did not experience an adverse reaction as a result of the
incident. Result 3, “Near miss, unplanned recovery,” means that product was not transfused
and the incident was discovered ad hoc, by accident, through a human “lucky-catch,” etc. In
other words, the incident was not discovered through formalized facility standard operating
procedures or other previously instituted checks and balances. Result 4, “Near miss,
planned recovery,” means that product did not reach the patient and the incident was
discovered through standardized procedures or barriers built into the system to prevent such
errors.



Occurrence

Product action Q\
— Use Not applicable when incident occurs in transfusion .
services and no product has been issued N

Record/other action

*Product action: {Check all th
[ Mot applicable
O product retrieved
[1 product destroyed
Code system used: (Check one) [ 1sBT-128 [ Codabar
Indicate whether single or multinle units were destroyed:
*Single unit:  a. Unit #: .
OR b. Component Code:

*Multiple units: Component Codefs) __ # of Units —

#ofUnits _ Code __ _ __ ___ #ofUnits _ {add addD
O Product issued but not transfused
[ product transfused
If the unit was transfused was a patient reaction associated with this incident?

O ves O mwo
If YES, Patient ID#: Patient ID#:

*Record/other action:  (Check all that apply)

[ record corrected [ Floor/elinic naotified [ Attending physician notified [ Additional testing
[ patient sample re-collected [ Other (specify)

Product action must coordinate with Incident Result. If your Incident Result code is 1 or 2,
then product action must be that the product was transfused. “Product retrieved,” “Product
destroyed,” and “Product issued but not transfused,” can be used with code 3 or 4. If product
was destroyed due to the incident (for example, a freezer breaks down), select the code
system used (that is, ISBT-128 or Codabar) and enter the unit number or component code if
only a single unit is involved. If multiple units are destroyed, put the component code and
number of units for each component type destroyed. We'll discuss component codes in
more detail in the next slide.

Use “Not applicable” when the error occurred in transfusion services and no product had yet
been issued. If product was transfused indicate if a reaction was associated with the
incident. Remember that your Result code must be a 1 if this is answered, “Yes.” Indicate
record-keeping and other actions that are taken as a result of the incident.



Blood Product Codes

Codabar (being phased out)

PDA-1 WHOLE BLOOD LEUKOCYTES REDUCED ' IRRADIATED LOWY wOLUME WE P
PDa-1 WWHOLE BLOOD LEUKOCYTES REDUCED ' IRRADIATED (250 mi) WWE
P20 WHOLE BLOOD LEUKOCY TES REDUCED IRRADIATED WE

f.5-1 RED BLOGD CELLS LEUKOCY TES REDUCED (ACDA anticoagulant) (by pherssis)(for second bag of 4 double red biood cel F
pheresis) LRREC ™,
£5-1 RED BLOOD CELLS LEUKOCYTES REDUCED IRRADIATED (ACDA anticoagulant) (by pheresis) IRLRREC,

£5-1 RED BLOOD CELLS LEUKOCYTES REDUCED DIVIDED (ACDA articosgulart)(by pheresiz)(Part & or 1) LRRBC
#35-1 RED BLOOD CELLS LEUKOCYTES REDUCED DIVIDED(ACDA anticoagulart)Chy pheresisi(Part B or 2) LRRBC
A5-1 RED BLOOD CELLS LEUKOCYTES REDUCED DIVIDED{ACDA anticoagulart)(by pheresis)iPart C or 3 LRRBC,
£35-1 RED BLOOD CELLS LEUKOCYTES REDUCED DIVIDED(ACDA anticoagulart)(by pheresis)(Part D or 4) LRRBC ™
#35-1 RED BLOOD CELLS LEUKOCYTES REDUCED DIVIDED(ACDA anticoagulart)(hy pheresisi(Part E or 5) LRRBC

#5-1 RED BLOOD CELLS LEUKOCYTES REDUCED DIVIDED(ACDA articoagulart)(by pheresisi(Part F or 61 LRRBC
£5-1 RED BLOOD CELLS LEUKOCYTES REDUCED DIVIDED(ACDA, articoagulart)(hy pheresis)(Part G or 7) LRRBC
#5-1 RED BLOOD CELLS LEUKOCYTES REDUCED DIVIDED(ACDA articoagulant)hy pheresis)(Part H or 5) LRRB

A 'EP B‘LW!EEH-S LELJWE_SQ_@‘UCED IRRADIATS Cyiematimdaryulant by pheresis: gond bag of agiouble b oo
. o o~ o ) .,.I,L_M 5 5

RED BLOOD CELLS|CPD/Ma0mL refy

RED BLOOD CELLSICPD/50mLirefgl Open NHSN mapping
RED BLOOD CELLS|CPD/50mLArefy|Open|lrradiated f
RED BLOOD CELLS|CPD/450mLirefg|Openliradiated|ResLeu: <5logh codes used for

RED BELOOD CELLS|CPD/450mLfrefylOpenliradiated|Plasma added ana|ysis
RED BLOOD CELLS|CPD/A50mLirefg|Openl|ResLeu: <5logs
RED BLOOD CELLS|CPD/M50mLA refy| OpenlAlbumin added

RED BLOOD CELLS|CPD/450mbLirefy|Open|Plasma added RBC
RED BLOOD CELLS|CPD/A50mLrefgllrradiated IRREC
RED BLOOD CELLS|CPD/M50mLirefyllrradiated ResLeu: <5logs IRLERBC

As we discussed in the Hemovigilance Overview training, NHSN is set up to allow entry of
ISBT-128 or Codabar codes for blood products. You must select one or the other before
entering the code. When you enter a 5-digit code in NHSN, the product description should
appear. If it does not, please make sure you have entered the correct code. If you have and
the description still does not appear, please contact NHSN user support and provide the
code and product description.



Blood Product Codes
In NHSN

Product Action: Used to indicate the type of product, if product is destroyed as a result of
an incident. Enter # of units destroyed for each type of product. If a single unit is destroyed
you have the option of entering the unit #. Unit # can be entered for ISBT-128 or Codabar.

You can add multiple component codes by clicking on the “Add Row button.

*Select incident result: |3 - Near miss, unplanned recovery v

*Product action: (Check all that apply):
[Inot applicable
[product retrieved
[¥IProduct destroye

¢ system used: |ISBT128-1SBT-128 hd
*Single or multiple units destroyed? | M- Multiple Units |+~

Component codes
Component code

E0154
RBC - RED BLOOD CELLS |CPD/450mL/refg|Open

Number of units

3

This is a screen shot from NHSN to show you how the product description should look. You
can add multiple component codes by clicking on the “Add row” button. You can delete rows

by clicking on the trashcan that appears to the left of the code.



Investigation Results
Root Cause Analysis

Investigation Results
*Did this incident receive root cause analysis? [Future]
O ves 0O wo Severity Code: (check one)
O High [ Medium O Low

If ¥ES, indicate result of analysis: (Check all that apply)
[0 Technical [J organizational [ Human [ Patient-related
[ other (specify)

s  See Appendix G of protocol for definitions
Root Cause Analy: Result(s)

Technical
e Technical failures beyond the control and responsibility of the facility
e Failure due to poor design of equiprment, software, labels or forms
e Correct design but not constructed properly or set up in in-accessible areas
e Other material defects.

Organizational

# Failure at an organizational level beyond the control and responsibility of the facility or department
where the incident occurred

# Failure resulting from inadequate measures taken to ensure that situational or domain-specific
knowledge or information is transferred to all new or inexperienced staff

« Failure relating to the quality and availability of the protocols/procedures within the department (e.g.,
too complicated, inaccurate, unrealistic, absent or poorly presented)
Internal management decisions when faced with conflicting demands or objectives. Failures resulting
from collective approach and its attendant modes of behavior to risks in the investigating organization
These are organizational cultural attitudes and behaviors. For example, ifthe organizational culture is
one where compliance with safety related procedures is low or procedures are not enforced

Huran failures originating beyond the control and responsibility of the investigating organization. This
could include individuals in other departments
Inahility of an individual to apply their existing knowledge to a novel situation. Exarmple: a blood bank

A “root cause analysis” is a formal administrative investigation aimed at identifying the
problems or causes of an incident. Please see Appendix G of the protocol for detailed
definitions of root cause analysis results. Check “Yes” if a root cause analysis of this incident
was performed and check all results of the analysis. If you are not sure if one was done,
answer “No” to this question.



Incidents Reporting
Summary Data Form

# NN

i Hemovigilance Module
Blood Product Incidents Reporting — Summary data
Facility ID#: Month __ _ / Year

All reporting is faciity-wige. Include numbers of individual reports in the totals.

PC - Product FC 00 Detall not specified
Check-In PC 01 Data entry incompletednot performedincomect
{Products P 112 Shipment inCompleteincorFect
rECE!VEd fram P 103 Product & papersnrk do nof match
outside i

FC 04 Shipped under nappropriate condifions
source)

FTC 05 Inappropriste refurn To inventory
FC U6 Procuct corrmeiion
PC O7 Administrative check (2T check)
PR - PR 00 Detal not speciied
Product / Test | PRO1 Order for wong patient
Request EEIIZ Order ncorrectly entered on-ing

{Clinical
Service) cl

At the completion of a reporting month complete an Incident Reporting Summary Data form.
Count up the total number of incidents in each process code category and put the total
number in each box. Indicate the number of adverse reactions associated with an incident (if
any). Itis expected that for each adverse reaction listed on this form, there will be an
associated Adverse Reaction form entered into NHSN. High priority codes are indicated by
a cross and require a full incident report.



Case #1

At 8 a.m. on 1/15/2009 a unit of red cells was being electronically
crossmatched for a patient. When entering the unit into the laboratory
information system (LIS), the tech noticed that the expiry date in the LIS
did not match the date on the unit.

Upon further investigation it was discovered that the bar code reader
had not been used when the product had been checked into inventory 3
days before (sometime in the morning), resulting in the manual entry of
an incorrect expiry date.

The supervisor was notified and the expiry date of the unit was
corrected in the LIS. There was no delay in providing blood for the
patient as the tech selected another unit rather than waiting for a
correction to be made for the first unit.

Now that we’ve gone through the Incident reporting process, let's try some real case
examples. At 8 a.m. on 1/15/2009 a unit of red cells was being electronically crossmatched
for a patient. When entering the unit into the laboratory information system or LIS, the
technician noticed that the expiry date in the LIS did not match the date on the unit.

Upon further investigation it was discovered that the bar code reader had not been used
when the product had been checked into inventory 3 days before (sometime in the morning),
resulting in the manual entry of an incorrect expiry date. The supervisor was notified and the
expiry date of the unit was corrected in the LIS. There was no delay in providing blood for
the patient as the technician selected another unit rather than waiting for a correction to be
made to the first unit.



Case #1 Discovery
Incident Form

Reguired for sawing

Facility 1D #:_12345_ Incident #: [system generated]

Local Incident # or Log #: _1262

Discovery

*Date of discovery: _01_/ 15_/2009 __ __ *where in the facility was the incident
discovered?
*Time of discovery: _08:_00_ {HH:MM}

[ Time approximate [ Time unknown _Blood bank___

*How was the incident first discovered? (Check one)
O computer system alarm or warning [ Comparison of product label to patient infarmation
[ comparison of sample and paperwork [ Comparisan of product label ta physician arder
[ Histarical record/previous type check [ Human ‘lucky catch’
[0 observation by staff of unit/plate/reagent/sample/equipment [ Patient transfusion reaction
[J Repeat or sample re-testing [] Routine audit or supervisary review [ Visual inventory review

X Other {specify)_comparison of product label to LIS

*4t what point in the process was the incident first discovered? {Check one)

O Product check-in - O Product/test request [ Sample collection [ Sample handling
[ sample receipt X Sample testing [ product storage [ Available for issue [ Praduct selection

O praduct manipulation [ Request for pick-up [ Product issue [ Product administration
[ Paost-transfusion review/audit [ other (specify)

Let's look at how we would complete an Incident form for the example just given. Facility ID
and Incident # will be auto-filled by NHSN on data entry. The local incident or Log # is the
number the institution assigned to the error (for example, what appeared on the formal
incident report or log in the facility). The date and time of discovery were the moment the
technician noticed the error when entering the unit into the LIS. Since none of the
descriptions of, “How the incident was first discovered” describe our scenario, we will check
“Other” and write a brief description. Since the incident was discovered during an electronic
crossmatch, our point-in-the process for discovery will be at “Sample testing.”



Case #1 Occurrence

Occurrence

*Date the incident occurred: *Time the incident occurred: *Where in the facility did the
Il 7

_01/12_/_2009 __ _09_ :_00_ (HH:MM) incident occur?

X Time approximate _ Blood bank___

O Time unknown

Job function of the warker involved in the incident (Use CDC Occupation Type codes on page 5)

_MLT_ O 1f other [specify)

*Wwhere in the process did the incident first occur? {Check one)
A Product check-in - [ Product/test request [ Sample collection [ Sample handling
O sample receist O Sample testing O Product storage O awailable for issue
O product selection O Product manipulation [ Request for pick-up [ Product issue
O Product administration [ Other {specify)
*Enter Incident Code (See Incident Codes on Page 4 of Form): _PCG 01__
oR [ Incident detail not specified

Incident summary: Comparison of product label expiry date to LIS expiry date. Dates did not
match.

*Incident result: {Check one)
1=HNo recovery, harm [dz=mNo recovery, no harm

O 2 = Near miss, unplanned recovery ¥ 4 = Mear miss, planned recovery

In the Case #1 example, the technician knew that the error had occurred 3 days earlier in the
morning when the product had been checked in, so we'll enter the date and time but indicate
that the time was approximate. The incident occurred in the blood bank (or Transfusion
Services). The worker who checked the product in and had manually entered the wrong
expiry date was a medical lab technician therefore, MLT is the occupation code. The
process code is PC or “Product check-in” and the exact code is PC 01 which includes “Data
entry incorrect.” A brief summary of the error is provided in the text field. Our Incident result
code is 4, or “Near miss, planned recovery,” because the technician followed facility
procedures by comparing information on the unit to what was already entered into the LIS.



Case #1 Occurrence &
Investigation Result

*Product action: {Check all that apply)

¥ Mot applicable
O product retrieved
[ pProduct destroyed

Code system used: (Check one) [ 1sBT-128 [ Codabar
Indicate whether single or multiple units were destroyed:
*Single unit:  a. Unit #: .
OR b. Component Code:
*Multiple units: Component Codefs) _ _  #of Units
#ofUnits _ Code __ _ __ __ _ #ofUnits __ (add add
[ Product issued but not transfused
[ product transfused
If the unit was transfused was a patient reaction associated with this incident?
O ves O wo
If ¥ES, Patient ID#: . Patient ID#:

*Recordfother action:  (Check all that apply)

H Record corrected O Floorfdlinic notified [0 attending physician notified [0 additional testing
O patient sample re-collected [ Other (specify)
Investigation Results
*Did this incident receive root cause analysis? [Future]

O ves X NO Severity Code: {check one)
[] High [] medium [] Law

Product action will be “not applicable” because no unit had been issued at the time the
incident was discovered. However, “Record/other action” will be “record corrected” since the
supervisor was notified and the LIS was changed. In this example, the institution did not
perform a root cause analysis.



m Case #2

On 1/27/2009 a specimen was received in the blood bank at 2
a.m. with a request to do a type and screen for patient J. Jones,
who was in the Emergency Department. At the time of receipt
the sample and request met all established acceptance criteria
and the sample was processed. The patient’s blood group was

A positive with a negative antibody screen.

Approximately 1 hour later, the nurse that had drawn J.
Jones’ specimen phoned the blood bank tech and asked that the
specimen be discarded as she was almost positive that the
specimen was not drawn from J. Jones but from B. Smith. She
was looking after both patients and believed she put J. Jones’
label on B. Smith’s specimen.

Let's look at a second example. On 1/27/2009 a specimen was received in the blood bank at
2 a.m. with a request for a type and screen for patient J. Jones, who was in the Emergency
Department. At the time of receipt the sample and request met all established acceptance
criteria and the sample was processed. The patient’s blood group was A (+) with a negative
antibody screen.

Approximately one hour later, the nurse that had drawn J. Jones’ specimen phoned the blood
bank tech and asked that the specimen be discarded. The nurse was almost positive that
the specimen was not drawn from J. Jones, but from another patient, B. Smith. She was
looking after both patients and believed that she had accidentally put J. Jones’ label on B.
Smith’s specimen.



[EMERGENCY]

f,a,,i Case #2 (cont)

At that time the technologist asked that new
samples be drawn for both Jones and Smith
since no sample had been received at all for
Smith.

Upon receipt and completion of testing, the
first type (A +) did not match the second type
(O+) for patient Jones. A third confirmatory
specimen was requested for Jones and tested
O+. This confirmed the nurse’s suspicion that
the first specimen had been mislabeled.

At that time, the technologist asked that new samples be drawn for both Jones and Smith
since no sample had been received at all for Smith. Upon receipt and completion of testing,
the first type (A+) did not match the second type (O+) for patient Jones. A third confirmatory
specimen was requested for Jones and was also O+. This confirmed the nurse’s suspicion
that the first specimen had been mislabeled.



Case #2 Discovery
NHSN Screen

NHSHN - National Healthcare Safety Network (ISD-CLFT-NHSN1) | NHSN Home | My Info | Contact us | Help | Log Out

‘? NHSN Home Logged into Pleasant Valley Hospital (ID 10212) as RUBY.
Facility Pleasant Valley Hospital (ID 10312] is following the BY componant.

Reporting Plan -
Patient Add Incident
Incident
O Add Mandatory fields marked with * Print PDF Form

O Find

Reaction *Facility ID: | Pleasant Valley Hospital {ID 10312) + Incident #:
Summary Data Local Incident # or Log #: |123
Analysis
Surveys
Users
Facility *Date of discovery: [01/27/2009 *Where in the facility was the incident discovered?
Group OUTED - OUT-ACUTEED

Log Out

Discovery

“Time of discovery: (03 |: |00 | (HH:MM)

O Time approximate [ Time unknown

*How was the incident first discovered?
CATCH - Human 'lucky catch’

*At what point in the process was the incident first discovered?
ST - Sample testing A

Occurrence

“Date incident occurred: |01/27/2009 *“Where in the facility did the incident occur?

§ L OUTED - OUT-ACUTEED
“Time incident occurred: |01 |: |45 | (HH:MM)

[JTime approximate [ Time unknown

Let’s enter this case using NHSN. Facility ID and Incident # are NHSN generated. Enter
your local Incident or Log #. “Date of discovery” will be 1/27/2009 and “Time of discovery”
will be the time the nurse called the blood bank to tell them of her possible mistake. The
facility location where the incident was discovered is the Emergency Department. The
incident discovery was a “Human lucky catch” based on the nurse’s suspicion that she had
made an error. The point in the process where the incident was first discovered was during
sample testing. The incident occurred at 1:45 a.m. when the nurse drew the sample from the
patient in the Emergency Department.



Case #2 Occurrence &
Investigation Result

Job function of the worker involved in the incident: | RNU - Registered Nurse
“Where in the process did the incident first occur? | SC - Sample collection

Incident code: | SC01-Sample labeled with incorrect patient name

Incident summary:

Nurse collecting samples from two patients placed label for one

patient on the other patient's sample. She called blood bank once
!

*Select incident result: | 3 -Mear miss, unplanned recovery *

*Product action: (Check all that apply):
[¥INot applicable
Product retrieved
Product destroyed

Product issued but not transfused
Product transfused
*Record/other action (check all that apply):

[JRecord corrected [JFloor/clinic notified [Jattending physician notified
[Jadditional testing [¥]Patient sample re-collected []Other

Investigation Results

“Did this incident receive root cause analysis? |[N-No  +

Although there are two workers involved in this incident (the nurse and the technologist in the
blood bank) it is the nurse who made the error, so we will enter her job function code. The
process point at which the error first occurred was during “Sample collection.” Our incident
code will be “SC 01 — sample labeled with incorrect patient name. “ Notice that we have
entered a brief summary of the incident in the text field. Our incident result will be 3, or “Near
miss — unplanned recovery” since the error was detected only because of the nurse’s feeling
that she had done something wrong. “Product action” is not applicable because a unit had
not yet been issued for the patient. Our “Record/other action” was that the patient sample
was re-collected. In this example, no root cause analysis was performed. At the bottom of
this page you would click on the “Save” button in order to save the record.



Case #3

A request for transfusion for 2 RBC units was received in the
blood bank at 8:30 a.m. on 1/5/2009. The patient had a current type
and screen on file and qualified for an electronic crossmatch. Two
units were selected and the electronic crossmatch was performed.
The units were labeled and placed in the appropriate storage unit,
awaiting pick-up.

The nursing unit was subsequently notified that the blood was
ready for pick-up. The porter arrived at 10:00 a.m. with appropriate
documentation to pick up the first unit. When issuing the unit, the
tech noticed that the unit number on the bag did not match the one
on the transfusion slip. Further investigation showed that the labels
had been switched when the units were labeled for transfusion.

The technologist immediately re-labeled the units and issued the
first one to the porter who had been waiting.

Here’s another example. A request for transfusion for 2 units of packed red blood cells was
received in the blood bank at 8:30 a.m. on 1/5/2009. The patient had a current type and
screen on file and qualified for an electronic crossmatch. Two units were selected and the
electronic crossmatch was performed. The units were labeled and placed in the appropriate
storage unit, awaiting pick-up.

The nursing unit was subsequently notified that the blood was ready for pick-up. The porter
arrived at 10:00 a.m. with appropriate documentation to pick up the first unit. When issuing
the unit, the tech noticed that the unit number on the bag did not match the one on the
transfusion slip. Further investigation showed that the labels had been switched when the
units were labeled for transfusion. The tech immediately re-labeled the units and issued the
first one to the porter who had been waiting.



Case #3 Discovery

NHSN - National Healthcare Safety Network (ISD-CLFT-NHSN1) | NHSN Home | My Info | Contact us | Help | Log Out

Logged into Pleasant Vallay Hospital (ID 10312) as RUBY.

‘¥ NHSN Home ) Hosr !
Facility Pleasant Valley Hospital (1D 10312) is following the BV component.

Reporting Plan =

pationt Add Incident

Incident
o Add Mandatory fields marked with * Print PDF Form
O Find

Reaction *Facility ID: | PleasantValley Hospital (ID 10312) Incident =:

AL Local Incident # or Log #: |5678

Analysis

Surveys i

Users Discovery

Facility “Date of discovery: |01/05/2009 “Where in the facility was the incident discovered?

= . ' NPTCELOOD - NONPTCNALABBLOOD v

P “Time of discovery: (10 |; 00 | (HH:MM)
(ke e [ITime approximate  []Time unknown

*How was the incident first discovered?

OTHER - Other v
*Specify
Comparison of unit label with transfusion slip

*At what point in the process was the incident first discovered?
Ul-Productissue A

Our date and time of discovery are 1/5/2009 at 10:00 a.m. because that was the moment the
tech noticed that the unit number on the bag did not match the one on the transfusion slip.
The incident was discovered in the blood bank. Since the incident was discovered by
comparison of the unit label with the transfusion slip it does not quite fit any of the pre-
defined selections under “How was the incident first discovered?” so we will select “Other”
and provide brief text in the specify field. The point in the process at which the incident was
first discovered was Ul or “Product issue.”



Case #3 Occurrence

Occurrence

*Date incident occurred: |01/05/2009 “Where in the facility did the incident occur?

MNPTCELOOD - NONPTC:NALAB:BELOOD
*Time incident occurred: (08 |; (HH:MM) |
[“]Time approximate [JTime unknown

Job function of the worker involved in the incident: |MLT -Medical Laboratary Technician %

*Where in the process did the incident first occur? |UM - Praduct manipulation “’|

Incident code: | UM 05 - Labeling incorrect - |

Incident summary:

Labels were switched when two units were issued at the same time.

*Select incident result: |4-Nearmiss‘ plannedrecovery | %

*Product action: (Check all that apply):
[CInot applicable
Product retrieved
[Oproduct destroyed

[Product issued but not transfused
Product transfused
*Record/other action {check all that apply):
[Jrecord corrected [Floor/clinic notified [J attending physician notified

[JAdditional testing [JPatient sample re-collected [ Other (specify)
|Labe|5 corrected and productissued

The date and time the incident occurred were the moment when the units were labeled. So
we entered 1/5/2009 at 8:30 a.m. The incident occurred in the blood bank. The job function
of the worker involved in the incident was MLT. This was the person who mislabeled the
units. Our incident code is UM 05. The incident occurred during product manipulation and
labeling was incorrect. A brief description of the incident is written in the “Incident summary”
field. The incident result was “4 — Near miss, planned recovery.” We would call this ‘planned
recovery’ because the facility had a standard operating procedure in place that unit label
should always be compared with the transfusion slip before the unit is issued. “Product and
Record/other action” was that product was retrieved before issue and re-labeled.



Case #3 Investigation Result

m See protocol Appendix G for description of
root cause analysis results

Investigation Results

*Did this incident receive root cause analysis? | -Yes ¥
*Results of analysis: (Check all that apply)

[Technical []organizational

MHuman  [JPatient-related [JOther

¢ Incorrect or incomplete assessment of a situation including related conditions of the patient and
matetials to be used before stading the transfusion. Example: failure to correctly identify the patient
by checking the wristhand

A root cause analysis of this incident was performed and the result was that this was a
human failure. This is defined as failure due to incorrect or incomplete assessment of a
situation including related conditions of the patient and materials to be used before starting
the transfusion. In our case it was incorrect labeling.



Case #4
Incident Resulting in
Adverse Reaction

At 08:30 a.m. on 1/8/2009, the blood bank discovered that a wrong unit
may have been issued to patient B. Thomas. The technologist called the
ICU and asked the nurse to check the identification of two units that had
been issued for patient B. Thomas . One of the bags issued had the name
and hospital number of another patient with the same last name. The
patient had already received the incorrect unit starting at 04:55 a.m. that

day.

The attending physician and hematologist were notified immediately. At
8:45 a.m. the patient began to experience dyspnea, chest pain, nausea,
and developed acute kidney failure with a urine output of 40 ml/hr and a
rise in creatinine, LDH, potassium, and bilirubin. The hemoglobin dropped
from 10.7 to 8.3.

The patient did not require dialysis and urine output was normal by the
next day. In the days that followed, hydration was maintained at 80 ml/hr
and the patient’s renal function continued to improve. She was discharged
on 1/15/2009.

Now let’s look at one last example. This is an incident that resulted in an adverse reaction in
a patient. At 8:30 a.m. on 1/8/2009, the blood bank discovered that a wrong unit may have
been issued to patient B. Thomas. The technologist called the ICU and asked the nurse to
check the identification of two units that had been issued for patient B. Thomas. One of the
bags issued had the name and hospital number of another patient with the same last name.
The patient had already received the incorrect unit starting at 4:55 a.m. that day.

The attending physician and hematologist were notified immediately. At 8:45 a.m. the patient
began to experience dyspnea, chest pain, nausea, and developed acute kidney failure with a
urine output of 40 ml/hour and a rise in creatinine, LDH, potassium, and bilirubin. Her
hemoglobin dropped from 10.7 to 8.3. She did not require dialysis and urine output was
normal by the next day. In the days that followed, hydration was maintained at 80 ml/hr and
the patient’s renal function continued to improve. She was discharged on 1/15/2009.



Case #4 Discovery

Department of Health and Human Services
Centers for Disease Control and Prevention

NHSN - National Healthcare Safety Metwork (ISD-CLFT-NHSN1)

%" NHSN Home Logged inta Pleasant Valley Hospital (1D 10312) a5 RUBY.
Facility Pleasant valley Hospital (ID 10312] is folloving the BV component.
Reporting Plan

Patient Add Incident
Incident
Reaction Mandatory fields marked with *

5::‘;:5“'\’ 25 “Facility ID: | Pleasant Valley Hospital (ID 10312) |+

O Find Local Incident # or Log #: 456
Analysis

| NHSN Home | My Info | Contactus | Help | Log Out

Print PDF Form

Incident #:

Surveys N
Users Discovery

Facility “Date of discovery: |01/08/2009 “Where in the facility was the incident discovered?

NPTCBLOOD - NONPTC:NALAB:ELOOD
I “Time of discovery: 08 |: |30 | (HH:MM)
epms [JTime approximate [ Time unknown

*How was the incident first discovered?
AUDIT - Routine audit ar supervisory review

“At what point in the process was the incident first discovered?
RA - Post Transfusion Review/Audit +

This incident was discovered at 8:30 a.m. on 1/8/2009 when the blood bank, through routine
review, discovered that a wrong unit had been issued. The point in the process at which the
incident was first discovered was RA or “Post Transfusion Review/Audit.”



Case #4 Occurrence

Occurrence
“Date incident occurred: [01/08/2009 *Where in the facility did the incident occur?

- - NPTCBELOCD - NONPTC:NA:LAB:BELOOD
“Time incident occurred: (03 : |00 | (HH:MM)

[¥] Time approximate []Time unknown
Job function of the worker involved in the incident: | MLT - Medical Laboratory Technician |+
“Where in the process did the incident first occur? | Ul-Product issue he

Incident code: | Ul 08 - Not checking/incorrect checking of unit andjor patient information %

Incident summary:

Unit labeled with one patient name and medical record number issued ~
to another patient with the same last name “
“Select incident result: | 1-Mo recovery, harm
*Product action: (Check all that apply):

Not applicable

Product retrieved

Product destroyed

Product issued but not transfused

Product transfused

“Was a patient reaction associated with this incident? |Y-Yes

Patients
Patient ID

fil |rp1502

The incident occurred on 1/8/2009 at approximately 3:00 a.m. when the wrong unit was
issued by the Medical Lab Technician. Therefore, the incident occurred during product
issue. The process code is Ul 09 or “Not checking/incorrect checking of unit or patient
information.” A brief summary of the incident is provided in the text field. The incident result
is 1 — “No recovery, harm” because the error was not caught until after the patient had been
transfused. The patient experienced an adverse reaction and was, therefore, harmed as a
result of the incident. “Product action” is that product was transfused. We select “Yes” to the
guestion of whether a patient reaction was associated with the incident and enter the Patient
ID # for B. Thomas. This is the same Patient ID # that will be used when we complete and
enter our Adverse Reaction form into NHSN.



Case #4 Investigation Result

Investigation Results

*Did this incident receive root cause analysis?
*Results of analysis: (Check all that apply)

[OTechnical [Jorganizational

[“lHuman  [Patient-related []Other

Custom Fields

= A full Incident report in NHSN must be
completed for any incident where product
has reached the patient regardless of
whether the patient is harmed.

This incident also received root cause analysis and it was deemed to be due to human

failure. A full incident report in NHSN must be completed for any incident where product has
reached the patient, regardless of whether the patient is harmed.



Save the Record

= Any record (“form”) in NHSN must be saved before exiting
— You can't partially complete a record and return later to finish

— You can't save a record until all required fields have been
completed

Comments

NHSN - National Healthcare Safety Network (ISD-CLFT-NHSN1) | NHSN Home | My I

‘¥ NHSN Home Logged into Pleasant Valley Hospital (ID 10312) as RUBY.

Facility Pleasant Valley Hospital (ID 10312) is following the BV component.
Reporting Plan

pon Add Incident
atient
Incident B Incident 130 created successfully.

© Add

o Find

Local Incident = or Log

If you attempt to exit a record
«dent 4 Without saving you will receive

ArE you sure you want to navigate away from this page?
Changes found. Do you want to save changes? NT

a warning.

Press OK to continue, or Cancel to stay on the current page.

Once you have entered your incident report into NHSN don’t forget to save the record. Click
on the “Save” button at the bottom of the screen. You will be told that the record has been
saved successfully. If you attempt to exit the record before saving you will receive a warning

message. The NHSN incident number is provided at the time the record is saved as shown
in the statement, “Incident 130 created successfully.”



Linking Adverse Reactions

and Incidents
==

Use when adverse reaction is the result of an
incident

Information from linked events is used in analysis

Enter incident before the adverse reaction
Fields associated with linking
— Link/unlink on Adverse Reaction form

— Product action on Incident form

« If the unit was transfused was a patient reaction
associated with this incident? If Yes, enter patient ID
(facility assigned ID for that patient e.g., medical
record number)

Linking Adverse Reactions and Incidents. In NHSN we link adverse reactions that are the
result of an incident. Information from linked events is used in analysis. In order to
successfully link a record, enter the Incident form before the Adverse Reaction form. There
are certain fields associated with linking on each of the two forms. We'll look at them on the
next slide.




Fields Associated with Linking

Reaction Details

*Date reaction occurred: |01/10/2009 *Facility location where reaction occurred:
. X INHONCSCA - INNACUTE: SCAHONC
“Time reaction occurred: (10 |1 |0 {HH:MM)

OR [ Time unknown Adverse
Reaction
screen

[ Link/Unlink To Incidents ] Reaction is Linked

Occurrence

*Date incident occurred: 01/10/2009 Where in the facility did the incident occur?
Time incident occurred: 08: 00 (HH:MM) NPTCELOOD - NOMPTC:NA:LAB:ELOOD

X Time approximate Time unknown

Job function of the worker involved in the incident: CLT - Clinical Lab Technician

*Where in the process did the incident first occur? SE - Product selection

Incident code: SE 01 - Incorrect product/component selected

Incident detail not specified:

Incident summary:
Technician took incorrect component off shelf.

*Select incident result: 1 - Mo recovery, harm

*Product action: {Check all that apply):
Product retrieved

Product destroyed
Product issued but not #ansfused InCldent screen

X Product transfused
*Was a patient reaction associated with this incide
Patients

Patient ID
rp57923

On the Adverse Reaction event screen you have a button to select that will Link/Unlink the
event to an incident. On the Incident form (and remember the Incident form is the first one
you enter), Product Action will be “Product transfused.” Answer “Yes” to the question of
whether a patient reaction was associated with the incident and then enter the Patient ID(s)

associated with the incident.



Linking

= Incident # is the NHSN-assigned number

= System will bring up incidents that have the
same Patient ID as reported on the Adverse
Reaction form

NHSN - National Healthcare Safety Network (ISD-CLFT-NHSN1) | NHSN Home | My Info | Contactus | Help | Log Qut

Logged into Pleasant Valley Hospital (ID 10312) as RUBY.
Facility Pleasant Valley Hospital (ID 10212) is following the BV compenent.

Incident Link List

First | Previous | Mext | Last Displaying 1 - 1 of 1

Check all that Incident Patient Date incident Where in the process the incident Incident
apply # D occurred first occurred code

105 rp57923 01/10/2009 SE SE 01
First | Previous | Mext | Last Displaying 1 - 1 of 1
Link MUnlink Back

The actual linking process is initiated from the Adverse Reaction event screen. When you
click on this button the system will bring up a list of all incidents entered that have the same
Patient ID as reported on the Adverse Reaction form. The Incident # is the NHSN-assigned
number as shown on slide 47.



/N Find an Incident

Locate any incidents that have already been entered using:
NHSN incident #

Incident code (e.qg., all incidents with code SC 01)
All incidents that occurred in a specific facility location

Incident tnformation

Facility 10: | Pleasant Valley Hospital (1D 10312) &
Incident =: 105
Incident code
Locabion:

Incident date:

—Clicking on “Find” without entering criteria will bring up a list of all incidents 51

You can locate any incidents that have already been entered by using any of the following
criteria: NHSN incident #, Incident process code (for example, all incidents with a code of
SC 01), all incidents that occurred in a specific facility location, and all incidents reported in a
particular time period. The more criteria you use, the narrower the search. If you don'’t enter
any criteria and click on “Find” you will be given a list of all incidents that have been reported
by your facility into NHSN.



Incident Reporting Summary

= In the examples provided during this training, cases 1 and 3 are not
high priority and do not require a full Incident report unless your
facility chooses to complete a full report on each incident. Case # 2
would require a complete report because the incident code on the
form, SCO1, is a high priority code
Cases 1 and 3 could be entered under the appropriate process code
on the summary form at the completion of the monitoring month

= To enter summary data:

Department of Health and Human Services

Centers for Disease Control and Prevention

NHSN - National Healthcare Safety Network (ISD-CLFT-NHSN1) | NHSN Home | My Info | Co

%" NHSN Home Logged inte Pless=nt Valley Hospitsl (1D 10312) =5 RUBY.
Facility Pl=asant Vzlley Hospital (1D 10312) is following the BV compsnent.

emovigilance

Reporting Plan
Patient
Incident
Reaction Summary Data Type: | Blood Product Incidents Reporting - Summary Data v
Summary Data
O Add
[ Find

i
Iy J Eack.

Completing the Incident Reporting Summary data form. In the examples provided during this
training session, cases 1 and 3 do not have high priority Incident process codes and would
not require a full incident report unless your facility chose to complete one. Case # 2 would
require a full report because the incident code on the form, SC 01, is a high priority code. To
enter summary data in NHSN, select Summary Data — Add from the left navigation bar.



Summary Data
for Case Examples

MHSN - National Healthcare Safety Metwork (ISD-CLFT-NHSN1) | NHSN Home | My us | Help | Log©

Loggad into Pleasant Valley Hospital (ID 10312) as RUBY.
Facility Pleasant Valley Hospital (ID 10212) is following the BV component.

Hemovigilance Module
Blood Product Incidents Reporting - Summary Data

Mandatory fields marked with * Print PDF Form)
Facility ID: 10312 (Pleasant Valley Hospital)
“Month: | January v
Year: | 2009 v~

Total # of # of adverse
incidents reactions

Process code Incident code

Total Monthly Reports
T | PC - Praduct check-in ~ || PC 07 -Data entry incomplete/not peformed/incorrect v
1l | SC - Sample collection * | SC 01 - Sample labeled with incorrect patient name

il | UM - Product manipulation * || UM 05 - Labeling incorrect b

;
;
]
]

il | UI- Productissue * | U109 - Mot checking/incomrect checking of unit and/or patient information |+

[ AddRow | [ ClearAllRows |

Any adverse reaction that results from an incident requires a full incident form

and adverse reaction form <

Here’s how we would enter our 4 case examples. Use the complete Process Code as
entered in the “Occurrence” section — “Incident Code” field. First, select your point in the
process, for example PC — Product Check-in. In the field to your right you will see a drop
down list with all the codes under category “PC.” For Case #1 the incident code was PC 01.
Select it and then, put in the total number of incidents for the month that had that code. If
any adverse reactions are associated with that code, put in the total number for the month.
Notice that on the NSHN screen summary data form you only need to enter totals for incident
process codes that were used.



Monthly Reporting
Denominators

= Provide denominators for analysis of
incidents and adverse reactions

= Information from facility survey provides
additional denominators and information

that can be used in analysis

Department of Health and Human Services

Centers for Disease Control and Prevention

| NHSN Home | My Info | Contactu
¥ NHSN Home

asant Valley Hos| .
Reporting Plan ]

ot Add Hemovigilance Summary Data
atient

Incident

Reaction Summary Data Type: | Hemovigilance Monthly Reporting Denominators
Summary Data

O Add

Find
Analysis

Monthly Reporting Denominators. At the end of each reporting month be sure to enter your
monthly denominators. Select Summary Data on the left navigation bar and Hemovigilance
Monthly Reporting Denominators as your Summary Data Type.



Monthly Reporting
Denominators

Department of Health and Human Services

Centers for Disease Control and Prevention

NHSN - National Healthcare Safety Network (1SD-CLFT-NHSN1) | NHSN Home | My Info | Contactus | Help | Log Out

‘¢’ NHSN Home Logged into Pleasant Valley Hospital (ID 10312] s RUBY.
Fadility Pleasant Valley Hospital (ID 10212) is folloving the BV component.

Reporting Plan

papor Hemovigilance Module Monthly Reporting Denominators

Incident
Reaction

Summary Data Mandatory fields marked with * Print PDF Form

:g:% *Facility ID: 10312 (Pleasant Valley Hospital)

Analysis *Month: | January A
SIRNENS “Year: 2009 v
Users
Facility
“Units “Aliquots

Grou|

; Product Transfused Transfused
Log Out

Red blood cells  |Whole blood TOTAL
derived

Irradiated
Leukocyte reduced

Irradiated & leukocyte
d

These are total products in specific categories that have been transfused for the month.
Please refer to the Tables of Instructions for details of how to complete each field. Except for
the “Total” fields, other categories are mutually exclusive. We are not collecting
denominators for every type of product (for example, there is no category for “Whole Blood”).
These denominators will be used to calculate rates of adverse reactions or incidents so you
will want to be sure they are accurate. The Hemovigilance Annual Facility Survey provides
additional information that may be used in analysis.



Custom Fields and Labels

= Facilities have the option of creating custom fields
— 2 date fields
— 2 numeric fields
— 10 alphanumeric

= Comments can be entered but information cannot be
used in analysis

IN-ON

Hemovigilance Incident [pRp—

B(p. DA T2

Custom Fields

Label

Comments

Custom Fields and Labels. Facilities have the option of creating custom fields if they are
interested in collecting additional information not contained on our forms. Two date fields, 2
numeric fields, and 10 alphanumeric fields can be set up. Information in these fields is not
used in aggregate analysis but is for individual facility use.



Custom Fields

Custom Field Labels

. To label custom fields for any existing form, select the Form Type and Form from the drop down
lists.

Y NHSN Home 2. If one of the Summary Data forms is selected, it may be customized by location by selecting a
D value from the Your Location Code drop down list.
|::o 9 3. Enter labels for any custom fields you wish to have displayed on the screen.
Patient
Incident
Reaction Form Type*: 3
Summary Data Form *: |
Analysis
Description™:
Surveys -
Users Status *: | Active v
Ensility
Evpadtl Label 1: Label 2:
I Facility Info
0 Add/Edit Component Numeric
[ Locations Label 1: Label 2:
Group Alphanumeric
Log Out
Label 1: Label 2:

To set up custom fields in NHSN select Facility — Customize forms on the left navigation bar.
Follow the instructions on the screen. You can create custom fields for the Incident form,
Adverse Reaction form, and Monthly Denominator forms in Hemovigilance.



Let’s Review!

Incident reporting in NHSN provides a means to capture, track, and trend
errors to:
» Measure success of process improvement initiatives
» Compare your facility performance with other facilities
Enter a Monthly Reporting Plan prior to any month you intend to enter
ata
High priority incidents are indicated by a (+) sign and require a complete
Incident form
Other incidents can be reported using the Blood Product Incidents
Reporting - Summary Data form
Any incident resulting in an adverse reaction of a patient requires a
complete Incident form

Any incident where product reaches the patient requires a complete
Incident form regardless of whether the patient experienced an adverse
reaction.

Let’s briefly review what we’ve learned in this session. Incident reporting in NHSN provides
a means to capture, track, and trend errors in order to measure the success of process
improvement initiatives and compare your facility performance with other facilities. Be sure
to enter a Monthly Reporting Plan prior to reporting any data for the month. High priority
incidents are indicated by a plus sign on the Blood Product Incidents Reporting — Summary
Data form and require a complete Incident form. Other incidents can be reported as
summary information except that any incident resulting in an adverse reaction of a patient
requires a complete Incident form. And, any incident where product reaches the patient
requires a complete Incident form regardless of whether the patient experienced a reaction
or not.
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Ontario, Canada for providing the background material and case examples used in this
training. While the case examples are real, the names of the individuals involved have been
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N National Healthcare
Safety Network

Questions or Need Help?
Contact User Support

That concludes our training on Incident reporting. If you have questions or need help please
contact NHSN User Support at NHSN@cdc.gov.




