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Presentation Notes
Welcome to the Biovigilance Component, Hemovigilance Module, Adverse Reaction and Denominator Reporting training session. 
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Objectives

Review adverse reaction reporting

Provide instructions for completing an Adverse
Reaction form in NHSN
= Describe how to link adverse reactions to incidents

Provide instructions for completing a Monthly
Reporting Denominators form in NHSN

Review an Adverse Reaction case study


Presenter
Presentation Notes
The objectives of this session are to review adverse reaction reporting, provide instructions for completing an Adverse Reaction form in NHSN, provide instructions for completing a Monthly Reporting Denominators form, and review an Adverse Reaction case study. 


Hemovigilance Module Adverse Reactions

All transfusion-associated adverse reactions that meet
NHSN criteria are reported on the Adverse Reaction form.

Report one adverse reaction per form.

= |f a patient experiences multiple reactions, complete a separate
form for each.

Reports should be entered after the investigation is
complete and imputability has been determined.

The Hemovigilance Module DOES NOT replace the FDA's
mandatory requirements for reporting blood transfusion-
related deaths or Blood Product Deviation reporting.
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Presentation Notes
All transfusion-associated adverse reactions that meet NHSN criteria are reported on the Adverse Reaction form. Only one adverse reaction can be reported per form. If a patient experiences multiple reactions, a separate form for each reaction must be completed. All reports should be entered after the investigation is complete and imputability has been determined. Also, it is important to note that the Hemovigilance Module does not replace the FDA’s mandatory requirements for reporting blood transfusion-related deaths or Blood Product Deviation reporting. 


Adverse Reaction Case Definition Criteria

NHEN Biovigianca
=l
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Appendix A. Adverse Reaction Case Definition Criteria

Allergic reaction: The result of an interaction of an allergen with preformed antibodies. In some
instances, infusion of antibodies from an atopic donor may also be involved. It may present with only

mucocutaneous signs and symptoms.

Case Definition Criteria | | - - Imputability
5 aboratory/Radiololyym— e

Definitive: Definitive: ade 1: initg:
2 or more of the mmediate risk to the life of Occurs Nuring or within 2
g patient hours of dgssation of
D transfusic
sation of sponds quickly to AND
ptomatic treatment. Mo other evidgnce of
Maculopapular environmental\drug or
rash : distary risks.
Urticaria (hives) volves respiratory andl/or
Pruritus (itching) -ardiovascular systems and

Case Definition - Severity - degree to Imputability — assessment
criteria used to which the patient is of the relationship between
categorize adverse affected by a reaction the transfusion and the
reactions adverse reaction

http://www.cdc.gov/nhsn/PDFs/Biovigilance/BV-Protocol-1-3-1-June-2011.pdf
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Presentation Notes
Adverse reaction case definition criteria are broken down into three parts. The Case Definition is a set of criteria used to categorize adverse reactions. Severity describes the degree to which the patient is affected by a reaction. Imputability is an assessment of the relationship between the transfusion and the adverse reaction. See Appendix A in the protocol for detailed explanations of adverse reaction case definitions, severity, and imputability. 

http://www.cdc.gov/nhsn/PDFs/Biovigilance/BV-Protocol-1-3-1-June-2011.pdf

Adverse Reaction Form and Table of Instructions

DR M. B 2000500
Exz. Dmtm: D2-319-2014
weoric govinfn
Hemovigilance Module
Adverse Reaction
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Soclal Security &: Secondary I0: Medic
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Table 8. Hur;'nu\ip'lm Module Adverse Reaction (CDC ST.304)

Diata Field

instructions for Form Completion

Facilty ID2

[Thix Fascility 10 naumiser will b sulo entersd by NHSA.

Pdverse Reaction &
Patient Information

Jin actverse reaction number wil be auto emened by RHSN.

Patint 10

Fiequirnd. Enber the medical recond numier o other Saoiliby

alphanumenic idendfication code for the: pafSent. Mafe: Faolfy patiant
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JMHEN ewnt, the pationt information will automanoaily popule.

JUHEN is HIFFA compiant; T is nof recommended i Jowse & gL
identifior for MHEN.

Fiequired. Select the gender ol the transfusion redpient.

Fiequired. Enber the dabe of birth of the ranstusion recplent.

fOptional. For local use only.

[Optional. For local use only.

[Optional. For local use onky.

[Optional. For local use only.

[Optional. For local use onby.

[Optional. For local use only.

Kptional. For local use only.

fOptional. For local use only.

Fisquirnd. Selnct the binod group of the ransfusion recpient. Male:
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= s mied el ”

Primary underying reasan
or ransfusion

Fisquired: Select the primary resson this patient recedsed a
fransiusion. If mone of the cplions ans adequale, select "ol and
kpeciy the reason in detal. Avold using "anemia” as it coes not
escribe the: underlying medcal condition of the ransfusion
Foopient.

Reaction Details

Dade reaction oocwrmed

Fisquired. Enter the dabe $w reaction was first obsersed in the
fransiusion recpienl.

[lime reaction oocured

Fiequired. Enter the ime the reaction was first obsenved in e

franshusion reciplent using a 24-hour clock.

Pagaia3
A 3K
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Presentation Notes
The Hemovigilance Module Adverse Reaction form and the Table of Instructions can be found at http://www.cdc.gov/nhsn/bio.html.



Before Entering Event Forms

Be sure that your facility has completed:

* Annual Facility Survey

 Monthly Reporting Plan(s)
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Presentation Notes
Remember that your facility must completed the Annual Facility Survey and Monthly Reporting Plan(s) before data can be entered into NHSN. 


CDC

Navigating NHSN

Department of Health and Human Services

Centers for Disease Control and Prevention

" NHSN Home
Reporting Plan
Patient
Incident
Reaction
Summary Data

Analysis
Surveys
Users
Facility
Group
Log Out

Navigation Bar

MHSH - National Healthcare E‘n-aFEl:\r Metwork (apt-v-nhsn-test:8081) | NHSM Home | My Info | Contact u: | Help | Log Out

omponent.

NHSN Hemovigilance Module Home Page

Use the Navigation bar on the left to access the features of the applicat

Assurance of Confidentiality: The voluntarily provided information ocbtained in this

surveillance system that would permit |-:|-=nt||'||:=|t|_n of any individual or institution is

collected "'ﬂth quuruntee thut it I-'nll be h-=|-:| in 5tr||:t |:nr||'|-:|-=n|:-= I-'nII be used anly for
--n5-=r|t

|r|-:||.r|-:|u=|| or th-= |n5t|tut|- in ac

Health Service Act (42 USC 242b

NHSN Help Feature
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Presentation Notes
The navigation bar for NHSN is located on the left-hand side of the home screen. The NHSN Help Feature is located on the upper right corner of the home screen. The NHSN Help Feature guides the NHSN user through the definitions, reporting instructions, and capabilities relevant to the NHSN application.


Navigating NHSN

a User rights determine navigation bar options

= Users with Administrator Rights have access to all navigation bar
options including User, Facility, and Group options.

= Users with Add/Edit/Delete and Analyze Data Rights only have
access to forms and analysis features.

o Add

= Allows users to create new records.

o Find

= Allows users to search for records using filters.

= Leaving search fields blank and selecting “Find” will generate a list
of all records.
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Presentation Notes
User rights determine navigation bar options. Users with Administrator Rights have access to all navigation bar options including User, Facility, and Group options. Users with Add/Edit/Delete and Analyze Data Rights only have access to forms and analysis features. The Add function allows users to create new records. The Find function allows users to search for records using filters. Leaving search fields blank and selecting “Find” will generate a list of all records.


Entering an Adverse Reaction Form

CDC

Department of Health and Human Services

Centers for Disease Control and Prevention

‘@ NHSN Home
Reporting Plan
Patient
Incident

[ Incomplete
Summary Data

Analysis

sSurveys
Users
Facility
Group
Log Out

MHSN - National Healthcare Safety Network [ISD-CLFT-MNHSM1:8081)

Logged into Pleasant Valley Hospital (ID 10212) as KOO,
Facility Pleasant Valley Hospital (ID 10212] is following the BY component.

NHSN Hemovigilance Module Home Page

Use the MNavigation bar on the left to access the features of the app

Assurance of Confidentiality: The voluntarily provided information obtained in th
collected with @ guarantee that it will be held in strict confidence, will be used only
consent of the individual. or the institution in accordance with Sections 204, 206

Click“Reaction,” then “Add”
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Select “Reaction” from the left-hand navigation bar, then click “Add.” 


Patient Information

Department of Health and Human Services

Centers for Disease Control and Prevention

MHSN - National Healthcare Safaty Network | NHSM Home | My Info | Contactus | Help | Log Out

a NHSN Home Logged into NHSN Test KWC Memorial (ID 24976) as KWC.
Facility MHSN Test KWC Memorial (ID 24978) is following the BY component.

Reporting Plan Add Adverse Reaction

Incident
Reaction Mandatory fields marked with *
o Add Conditionally required fields marked with ~
13 Find
0 Incomplete Patient Information
Summary Data “Facility ID: NHSN TestKWC Memorial (ID 24976) ~ Adverse Reaction #:
Ivsi Y
Analysis
Surveys *Patient ID: ABC123 |Find | | Find Reactions for Patient Social Security #:

Users
Facility
Group
Log Out Middle Name:

Secondary ID: Medicare #:

Last Mame First Name: Joe

*Gender: *Date of Birth: 05/05/1955 &2
Ethnicity:

Race: American Indian/Alaska Native Asian
Black or African American MNative Hawaiian/Other Pacific Islander
White
*Blood Group: A-
*Primary underlying

CEELG RGN MEDICAL - Medical -

transfusion:
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Presentation Notes
The screen shot above shows the Add Adverse Reactions page. Fields marked with a red asterisk (*) are mandatory.  


Patient Information

2 Incomplete Patient Information
Summary Data

Analysis i i i _ :
Surveys *Patient 1D: ‘ Find | | Find Reactions for Patient Social Security #:

*Facility ID: KWC TestHospital (ID 10976) - Adverse Reaction #:

Users
Facility
Group
Log Out Middle Name:

Secondary 1D: Medicare #:

Last Name: First Name:

*Gender: - *Date of Birth:
Ethnicity:

-

Race: American Indian/Alaska Native Asian

Black or African American Native Hawaiian/Other Pacific Islander
White
“Blood Group:
*Primary underlying
reason for
transfusion:

Baaction Details

Patient Information

= Patient information is shared across NHSN Components.

= |f a Patient ID is recognized by NHSN, the system will auto-fill the
patient information.

= |f a Patient ID is not recognized by NHSN, a new patient can be
added to NHSN directly from the Adverse Reaction form.

= (Creating a unique patient identifier for Patient ID is not
recommended; use medical record numbers or other standard
| facility identification code for Patient ID.
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Presentation Notes
Completing the “Patient Information” section of the Adverse Reaction form will add a patient to NHSN for your facility. Patient information is shared across components within the facility. If a Patient ID is recognized by NHSN, the system will auto-fill the patient information. If a Patient ID is not recognized by NHSN,  a new patient can be added to NHSN directly from the Adverse Reaction form. Creating a unique patient identifier is not recommended; instead use medical record numbers or other facility identification codes for the Patient ID. 


Reaction Details

*Date reaction occurred:
*Time reaction occurred:

*“Facility location where patient was transfused:

Reaction Details

5 . 00 Time unknown

IN-DIAL - INPATIEMNT DIALYSIS

(HH:MM)

To Inci Rpaction is not Linked | MlOre on Link/Unlink Incidents la

*Signs and symptoms, laboratory: (check all that apply)

Generalized:
Cardiovascular:

Cutaneous:

Hemolysis/Hemorrhage:

Pain:

Renal:

Respiratory:

Other:

Fever
Shock
Y| Flushing

Chills/rigors

Blood pressure decrease
Edema

Pruritus Y| Urticaria
Disseminated intravascular coagulation
Abdominal pain Jack pain
Hematuria Hemoglobinuria
Bil. infiltrates on chest x-ray Bronchospasm
Shortness of breath

Other

Jaundice

Hemoglobinemia
Flank pain
Oliguria

Cough

Other rash

Positive antibody screen
Infusion site pain

Hypoxemia

12
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The screen shot above is the Reaction Details section of the Adverse Reaction form. More information on Link/Unlink Incidents will be provided later in the training session. 


Reaction Details

0 Date and time reaction occurred

= For acute reactions, use the date and time the symptoms were first
observed.

= For delayed reactions, use the date of test identifying new
antibodies or date patient noticed symptomes.

0 Facility location where patient was transfused

= Only report reactions for recipients who were transfused in your
facility.

O Signs and symptoms, laboratory

= Check all that apply and use ‘Other’to include signs and symptoms
or laboratory results not listed.

= See Appendix B in the protocol for a glossary of signs and
symptoms.

13
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Enter the date and time the reaction was first observed in the recipient. If the patient experienced a delayed reaction, use the date the reaction was documented or the date of the test identifying new antibodies. Next, enter the facility location where the patient was transfused. Only report reactions for recipients who were transfused in your facility. Check all applicable signs and symptoms including any laboratory results and use Other to include those not listed. 


Investigation Results

[ TEIl. WmM®ates on chast x-ray
" shortness of breath
[“l other

Investigation Results (Use case definition criteria in protocol.)

*Adverse reaction: A

_ - _|ALLERG - Allergic reaction, including anaphylaxis
*“Case definition crit AHTR - Acute hemolytic transfusion reaction

DHTR - Delayed hemaolytic transfusion reaction
DSTR - Delayed serclogic transfusion reaction
FMHTR - Febrile non-hemolytic transfusion reaction
HTR - Hypotensive transfusion reaction

IMF - Infection

FTP - Posttransfusion purpura

TACO - Transfusion associated circulatory overload
Outcome TAD - Transfusion associated dyspnea

TA-GVHD - Transfusion associated graft vs. host disease
TRALI - Transfusion related acute lung injury

UMK - Unknown pathophysiclogy

Component Details |OTHER - Other

*Severity:

*Imputability:

*Outcome:
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Presentation Notes
A screen shot above is the Investigation Results section of the Add Adverse Reaction page in NHSN. 


Investigation Results

0 Adverse Reactions

= Using the case definitions in the protocol, select the appropriate
reaction.
* There are 12 defined adverse reactions.

* If the reaction cannot be diagnosed, select ‘Unknown
pathophysiology.’

* If the reaction can be diagnosed, but is not one of the 12 defined
adverse reactions listed, select ‘Other’ and specify the reaction.

0 Using the protocol, determine case classification,
severity, and imputability.

0 Update the record if new information becomes
available after the reaction has been entered.

15
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Select the appropriate adverse reaction using the case definitions in Appendix A of the protocol. There are 12 defined adverse reactions. If the reaction cannot be diagnosed, select ‘Unknown pathophysiology.’ If the reaction can be diagnosed, but is not one of the 12 defined adverse reactions listed, select ‘Other’ and specify the reaction. Using the protocol, determine the case classification, severity, and imputability. Update the record if new information becomes available after the reaction has been entered. 


*Imputability: DEF - Definite

Outcome
*Outcome: DEATH-Death hd
‘ Note: deaths attributable to transfusion must be reported to F[}A-

Date of death:

*If recipient died, relationship of transfusion to death:

Component Details

*Was a particular unit implicated in the adverse reaction?

0 Outcomes

= Select the appropriate clinical outcome of the patient after an
investigation has been completed and imputability has been
determined.

= Report death whether or not it is attributable to transfusion.

* Enter the relationship of the transfusion to death using the
imputability criteria in Appendix C of the protocol.

16
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Select the appropriate clinical outcome of the patient after an investigation has been completed and imputability has been determined. Report death whether or not it is attributable to transfusion. Enter the relationship of transfusion to death using the imputability criteria in Appendix C of the protocol. All deaths attributable to transfusion must be reported to FDA. 


Component Details

*If recipient died, relationship of transfusion to death: PRO-Probable

Component Details

-

*Was a particular unit implicated in the adverse reaction? Y-Yes

*Transfusion

Date / Time

MM/DD/YYYY
HH: MM

03/13f2012 @ ISBT-128
08 .00 Codabar

EO0773

Thawed FRESH FROZEN
PLASMA | CPD/XX/refg

*Component code
(check system used)

@ ISBT-128
Codabar
E0160

RED BLOOD
CELLS|CPD/450mL/refg|Open|Plasma
added

03/13/212
14 .00

Custom Fields

“Unit number
Required for TRALI, GVHD, Infection

Facility

Year
Sequence
Vertical Digits

Checksum Char

Facility

Year
Seguence
Vertical Digits

Checksum Char

*Unit expiration
Date / Time
MM/DD/YY Y'Y

HH: MM

03/19/2012 | i

23 .59

*Blood
group of
unit

Implicated in
the adverse
reaction?

03/15/2012

23 ;59
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Presentation Notes
The screen shot above is the Component Details section of the Adverse Reaction Form. 


Component Details

0 Was a particular unit implicated in the adverse reaction?

= |If only ONE unit was transfused, that unit must be implicated in the
reaction (except when reporting TACO).

= |f multiple units were transfused, and a single unit can be implicated
as the cause, the implicated unit must be entered on the FIRST row.

= |f multiple units were transfused, but a single unit cannot be
identified as the cause, no unit can be called implicated.

= Enter additional rows as needed.

18
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If only one unit was transfused, that unit must be implicated in the reaction (except when reporting TACO). If multiple units were transfused and a single unit can be implicated as the cause, it must be entered on the FIRST row. If multiple units were transfused, but a single unit cannot be identified as the cause, no unit can be called “implicated.” Additional rows can be entered as needed. 


Don’t forget to SAVE!

Custom Fields

Comments

0 Remember to SAVE before leaving the page.
= Forms cannot be left unfinished and completed later.
= Forms cannot be saved unless all required fields are entered.

19
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Please do not forget to save before exiting. You cannot leave a form unfinished and complete it later. Forms cannot be saved unless all required fields are entered. 


Linking Adverse Reactions to Incidents

Link/Unlink To Incidents Reaction is not Linked

*Signs and symptoms, laboratory: {check all that apply)

Generalized:

Chills/rigors

0 When an adverse reaction is associated with one or
more incidents, the incident(s) MUST be entered in
NHSN.

= Enter the Incident record(s) first to link Adverse Reactions.

0 Records are linked by Patient ID.

= Patient ID is the unique facility identifier for a patient (e.g., a
medical record number or other facility identification code).

Patient ID must be the same on the Adverse Reaction and Incident
forms.

20
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When an adverse reaction is associated with one or more incidents, the incident(s) MUST be entered in NHSN. Patient ID is used to link adverse reaction and incidents records and therefore must be the same on the Adverse Reaction and Incident forms.  


Linking Adverse Reactions to Incidents

Incident form Adverse Reaction form

L Mandatory fields marked with *
*Incident result: 1-Producttransfused; reaction Conditionally required fields marked with

*Product action: {check all that apply)

i 1 Incomplete i i
Not applicable p Patient Information
mmary Data . .

alysis
Product destroyed s “patient ID: A

Product issued but not transfused sers Secondary ID:

Product retrieved

¥|Product transfused Last Name:

*“Was a patient reaction associated with this incident? Y-Ygs

Reaction Details
*Date reaction occurred:
*Time reaction occurred: : (HH:MM) Time unk
*Facility location where patient was transfused:

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

Link/Unlink To Incidents Reaction is not Linked

Record corrected Flgor/clinic nogfied

0 On the Incident form, select

= Incident result: 1 - Product
transfused; reaction

=  Product action: Product transfused
= Enter Patient ID(s)

O On the Adverse Reaction form

= (lick the“Link/Unlink To Incident”
button

The Patient ID must be the same on both forms!

21
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On the Incident form, select 1 – Product transfused; reaction, Product transfused, and enter the Patient ID. On the Adverse Reaction form, click the “Link/Unlink To Incident” button. Remember, the Patient ID must be the same on both forms.


Linking Adverse Reactions to Incidents

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

MHSHN - National Healthcare Safety Network | HHSH Home | My Info | Contactus | Help | Log Out

e MHSN Home Logged into NHSM Test KWC Memaorial (ID 24976) as KWC.
Facility NHSN Test KWC Memorial (ID 24578) is following the BV component.

Reporting Plan Incident Link List

Patient

Incident

Reaction
2 Add

:IT:gm . Check all Incadent Patient Date inadent “:'I;E;i:‘ﬂ:geincident
process tne incdent
5 that apply # ID occurred

Summary Data first occurred
Analysis 6277 ABC1234 03/12/2012 PC PC D1

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

Incident
code

Surveys First | Previous | Next | Last Displaying 1 - 1 of 1
Users '

Lirk A trlink:

Facility
Group

2 Allincident records with matching Patient ID(s) will
populate on the Incident Link List.

0 Check all that apply, and select “Link/Unlink.”
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All the incident records with matching Patient ID(s) will populate on the Incident Link List. Review the date the incident occurred and the incident number, and check all of the incidents that are associated with the adverse reaction, then select the “Link/Unlink” button. 
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a

Topics Covered So Far...

Navigating NHSN

Adverse reaction case definition criteria

Entering an Adverse Reaction form in NHSN

Linking Adverse Reaction records to Incidents records

Coming Up Next...

Monthly Reporting Denominators
Adverse Reaction case study

23
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Navigating NHSN, adverse reaction case definition criteria, entering Adverse Reaction forms, and linking have been covered so far. Next, Monthly Reporting Denominators and an Adverse Reaction case study will be discussed. 


Hemovigilance Module
Monthly Reporting Denominators

Denominator forms are entered at the end of each
reporting month.

Facilities must report the total number of units and/or
aliquots of specified blood products transfused each
month.

The total number of samples collected for type and
screen and/or crossmatch must also be reported.

The denominator form must be used to report when no
adverse reactions or incidents occur in a month.

24
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Denominator forms are entered at the end of each reporting month. Facilities must report the total number of units and/or aliquots of specified blood products transfused each month. The total number of samples collected for type and screen and/or crossmatch must also be reported. The denominator form must be used to report when no adverse reactions or incidents occur in a month.


Entering a Monthly Reporting Denominator Form

| DC Department of Health and Human Services
C Centers for Disease Control and Prevention

MHSHN - Mational Healthcare Safety Metwork [apt-v-nhsn-test:8081) | NHSN Home | My Info | Contact us

a MHSN Home Logged into KWC Test Hospital (ID 10976) as }\DD
Facility KWC Test He ptlIDl:in—-'rII ing the BW

Add Summary Data

Reporting Plan
Patient

Incident
2 aaction Summary Data Type: Monthly F‘Epnrﬂng Elencmm ators v|

=
n Add I':_l:l (Lilgll :7_' : . Ak a

O Incomplete
Analysis

Surveys

Users
Facility

0 Select“Summary Data”
a Click“Add”
0 Select“Monthly Reporting Denominators” from the

drop-down menu

O Click“Continue”

P
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Select “Summary Data” from the left-hand navigation bar and click “Add.” Select “Monthly Reporting Denominators” from the drop-down menu and click “Continue.”



Entering a Monthly Reporting Denominator Form

CDC|

Department of Health and Human Services

Centers for Disease Control and Prevention

‘€ NHSN Home
Reporting Plan
Patient
Incident
Reaction
Summary Data
3 Add
3 Find
I Incomplete
Analysis
Surveys
Users
Facility
Group
Log Out

MHSN - National Healthcare Safety Network [apt-v-nhsn-test:8081) | NHSM Home | My Info | Contact us | Help | Log Out

Logged inte KWC Test Haspital (ID 1 Koo,
Facility KWC Test Haspital (ID 1037 wing the BV component.

Add Monthly Reporting Denominators

Mandatory fields marked with * Print PDF Form
st Hospital)
*Month:

*Year:

No Adverse Reactions reported this month No Incidents reported this month

Product *Units Transfused |*Aliquots Transfused
Red blood cells Whole blood derived toTaL

Select the month and year from the drop-down menu.
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Select the month and year from the drop-down menu.



Entering a Monthly Reporting Denominator Form

*Facility ID: 10976 (KWC Test Hospital)
o Incomplete *Month: -
Analysis

“Year: -
Surveys

Facility No Adverse Reactions reported this month No Incidents reported this month

Group Product “Units Transfused |*Aliquots Transfused

Log Out Red blood cells  |Whole blood derived toTa

Irradiated

0 Check the appropriate box when no adverse reactions
or incidents occurred during the month.

0 These boxes cannot be selected if an Incident, Adverse

Reaction, or Monthly Incident Summary form has been
submitted for the month.

0 If an event form is later entered, the appropriate box is
automatically unchecked.
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Check the appropriate box when no adverse reactions or incidents occurred during the month. These boxes cannot be selected if an Incident, Adverse Reaction, or Monthly Incident Summary form has been submitted for the month. If an event form, such as an Adverse Reaction, Incident, Monthly Incident Summary form, is later entered the appropriate box is automatically unchecked.


Entering a Monthly Reporting Denominator Form

*Year: 2012 -
Surveys

Users
Facility No Adverse Reactions reported this month No Incidents reported this month

Group Product *Units Transfused *Aliquots Transfused

Log Out Red blood cells  |whole blood derived toTaL 500 30

Irradiated 100 10
Leukocyte reduced 200 10
Irradiated and leukocyte reduced 100 10
TOTAL 200
Irradiated 75
Leukocyte reduced 100

Irradiated and leukocyte reduced 25

Wholeghblood derived g1

0 The number of modified units does not need to equal
the TOTAL units/aliquots transfused
= The total units transfused is not inclusive of all modifications
= CANNOT be more than the total units and/or aliquots transfused

0 Do not include the units from which aliquots were
made in the units transfused count.
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Presentation Notes
The number of modified (irradiated, leukocyte reduced, and irradiated and leukocyte reduced) units does not need to equal the total units/aliquots transfused. The total units transfused is not inclusive of all modifications. Therefore, the number of modified units cannot be more than the total units/aliquots transfused. The units from which aliquots were made cannot be included in the unit counts. For example, if 3 units of apheresis RBC were used to create 9 aliquots, do not add the 3 units to the apheresis RBC “Units Transfused” field.


Case Study

0 At approximately 14:15 on 3/05/2012 patient J.Doe
was halfway through a transfusion of plasma, which
began at approximately 12:15, when she complained of
bilateral itchiness on her arms. The nurse slowed the
transfusion rate, but within 5 minutes, bright red
macula appeared on both forearms. Diphenhydramine
was administered with relief of symptoms. Transfusion
reaction investigation was negative for hemolysis.The
patient had not been previously transfused.
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Presentation Notes
This case study is designed to guide a user through the process of completing an Adverse Reaction from using NHSN.  Please read the case study carefully. 


Case Study

Department of Health and Human Services

Centers for Disease Control and Prevention

MHSN - National Healthcare Safety Network | NHSN Home | My Info | Contactus | Help | Log Out

e NHSN Home Logged into NHSMH Test KWC Memorial (ID 24576) as KWC.
Facility NHSN Test KWC Memorial (ID 24976) is following the BV component.

Edit Adverse Reaction

Reporting Plan
Patient
Incident
Reaction Mandatory fields marked with *
o Add Conditionally required fields marked with <
I Find
O Incomplete Patient Information
i:::m:il;y Data “Facility ID: MHSN TestKWC Memorial (ID 24976) - Adverse Reaction #: 6456
SUN:YS “Patient ID: jp1234 Reassign | | Find Reactions for Patient Social Security #:

Print POF Form

Users Secondary ID: Medicare #:
Facility

Group

Log Out Middle Name:

Last Name: First Name: Jane

*Gender: F-Female - *Date of Birth: 11/21/1963
Ethnicity: NOHISP - Not Hispanic or Not Latino ~

Race: American Indian/Alaska Native Asian
Black or African American Mative Hawaiian/Other Pacific Islander
V| White
*Blood Group: Q-
*Primary underlying
reason for MEDICAL - Medical
transfusion:



Presenter
Presentation Notes
Patient Information section of the Hemovigilance Module Adverse Reaction form. Patient ID, Gender, Date of Birth, Blood Group, and Primary underlying reason for transfusion have all been entered for the case study. 


Case Study

0 Enter the Patient ID and select “Find”

= |f the Patient ID is not recognized, enter the new patient
information in Patient Information section.

= Complete optional fields as desired (NHSN does not analyze
optional field data).

0 Patient Information shared across all components

= Use MRN or other facility identification numbers for Patient ID.
= Do not create a unique Patient ID for NHSN reporting.
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Presentation Notes
Enter the Patient ID and select “Find.” If the Patient ID is not recognized by NHSN, enter the new patient in the Patient Information section. Complete any optional fields, however, NHSN does not analyze these fields. Patient Information is shared across all active components in NHSN. It is recommended that facilities use MRN or other facility identification numbers for Patient ID. Do not create a unique Patient ID for NHSN reporting.  


Case Study

n ) o
transfusion:

Reaction Details
“Date reaction occurred: 03/05/2012 |
*Time reaction occurred: 14 : 15 (HH:MM) [ Time unknown

*Facility location where patient was transfused: 3MED-WEST - MEDICAL WARD 3RD FLOOR-WEST ~

Link/Unlink To Incidents ] Reaction is not Linked

*Signs and symptoms, laboratory: {check all that apply)
Generalized: [C] chills/rigors [CFever

Cardiovascular: [[Blood pressure decrease [ Shock
Cutaneous: [[Edema [T Flushing
[¥] Pruritus [¥]urticaria
Hemolysis/Hemorrhage:  [] pisseminated intravascular coagulation
Pain: [C] Abdominal pain [[IBack pain
Renal: [CHematuria [ Hemoglobinuria
Respiratory: [C]Bil. infiltrates on chest x-ray [ Bronchospasm
[ shortness of breath
Other: [Cl other

Investigation Results (Use case definition criteria in protocol.)

[[17aundice

[CIHemoglobinemia
[CIFlank pain

[Tl oliguria

[l cough

[[] other rash

[l Positive antibody screen

[[|Infusion site pain

[ Hypoxemia



Presenter
Presentation Notes
Reaction Details section of the Hemovigilance Module Adverse Reaction form. The reaction occurred on 03/05/2012 at 14:15. The facility location where the patient was transfused should be chosen from the list of locations that have been mapped within your facility. This reaction was not associated with an incident and the patient presented with pruritus and urticaria. 


Case Study

[l other

Investigation Results (Use case definition criteria in protocol.)

+*ndverse reaction: ALLERG - Allergic reaction, including anaphylaxis

*Case definition criteria: DEF - Definitive

*Severity: M5 - Mon-severa

*Imputability: DEF - Definite

Outcome

*0utcome: MNOSEQ -Minor or no sequelae

Component Details

*Was a particular unit implicated in the adverse reaction? Y-Yes -



Presenter
Presentation Notes
Using the case definition criteria from the protocol, it was determined that this adverse reaction was an allergic reaction. The case definition criteria chosen was definitive, severity was non-severe, and imputability was definite. The Outcome was minor or no sequelae. 


Case Study

Component Details

*Was a particular unit implicated in the adverse reaction? Y-Yes -

*Transfusion

Date / Time *Component code “Unit number
Reqguired for TRALI, GVHD, Infection

MM/DD/YYYY  (check system used)
HH:MM
I @ ISBT-128 Facility
Codabar
E1325
Thawed Apheresis FRESH Sequence
FROZEN
PLASMA |NaCitrate/XX/refg

Year

Vertical Digits

Checksum Char

Unit expiration “Blood Implicated

Date / Time in the

MM/DD/YYYY é]fr ?J';Fi’t adverse
HH: MM reaction?

12 o - W

. 59

0 Only one unit was transfused, therefore it MUST be the
implicated unit.

If a unit is implicated, the first row auto-fills the number of units and the

implicated check box.
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Presentation Notes
Only one unit of Fresh Frozen Plasma was administered to the patient and therefore must be implicated in the reaction. 


C O O O

Remember!

Report only one adverse reaction per form.
Enter Incident records first to link Adverse Reactions.
Remember to SAVE!

Enter Monthly Reporting Denominators at the end of
each month.

Continue reporting blood transfusion-associated
adverse events to FDA as required.
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Presentation Notes
Here are a few helpful hints to remember regarding Adverse Reaction reporting. Report only one reaction per form. Enter Incident records first to link Adverse Reactions. Remember to save your records. Monthly Reporting Denominators must be entered at the end of the reporting month and continue reporting blood transfusion-associated adverse events to FDA as required.


Natlonal Healthcare
| Safety Network

Questions or Need Help?
Contact User Support
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Presentation Notes
You have completed the Biovigilance Component, Hemovigilance Module, Adverse Reaction training session. If you have any questions about NHSN, please send an email to user support at nhsn.cdc.gov. 
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