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



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. 


Adverse Reactions Definition

A transfusion-related adverse reaction is an undesirable
response or effect in a patient temporally associated with
the administration of blood or blood components. It may
or may not be the result of an incident.
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Presentation Notes
A transfusion-related adverse reaction is an undesirable response or effect in a patient temporally associated with the administration of blood or blood components. It may or may not be the result of an incident.  


Hemovigilance Module Adverse Reactions
Reporting Requirements

0 All CDC-defined transfusion-associated adverse
reactions that are possibly, probably, or definitely
related to a transfusion performed by the participating
facility must be reported to NHSN on an Adverse
Reaction form.

0 Report one adverse reaction per form.

= |f a patient experiences two reactions, two separate forms must be
completed.
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Presentation Notes
The Hemovigilance Module requires all CDC-defined transfusion-associated adverse reactions that are possibly, probably, or definitely related to a transfusion be reported to NHSN on an Adverse Reaction form. Each adverse reaction must be reported on separate Adverse Reaction forms. 


Hemovigilance Module Adverse Reactions
Reporting Requirements

0 Reports should be entered after the investigation is

complete and imputability has been determined.

= After an investigation has been completed and a report entered,
reports can still be edited to include newinformation.

0 The Hemovigilance Module DOES NOT replace the
FDA's mandatory requirements for reporting blood
transfusion-related deaths or Blood Product Deviation
reporting.

0 Detailed instructions on completing the form are
provided on the Website.
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Presentation Notes
The Adverse Reaction form should be entered after an investigation is completed and imputability has been determined. After an investigation has been completed and a report entered, if new information becomes available, the report can be edited with the new information. The Hemovigilance Module does not replace the FDA’s mandatory requirements for reporting blood transfusion-related deaths or Blood Product Deviation reporting. Detailed instructions on completing the Adverse Reaction form are provided on the Website. 


Hemovigilance Module Adverse Reactions

The 12 defined adverse reactions:

= Transfusion-associated circulatory overload (TACO)

= Transfusion-related acute lung injury (TRALI)

= Transfusion-associated dyspnea (TAD)

= Allergicreaction (when severity = severg, life threatening, or death)
= Hypotensive transfusion reaction

= Febrile non-hemolytic transfusion reaction (FNHTR)

= Acute hemolytic transfusion reaction (AHTR)

= Delayed hemolytic transfusion reaction (DHTR)

= Delayed serologic transfusion reaction (DSTR)

= Transfusion-associated graft vs.host disease (TAGVHD)
= Post transfusion purpura (PTP)

= Transfusion-transmitted infection (TTI)
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Presentation Notes
There are 12 CDC-defined adverse reactions in the Hemovigilance Module. 


Hemovigilance Module Adverse Reaction
Case Classification Tables

0 Case Definition

= (Criteria used to classify
adverse reactions

O Severity
= Degreeto which the patient
developed symptoms
0 Imputability

= Assessment of the
relationship between the
transfusion and the adverse
reaction

2 Reporting Optional
section added

Definitive:
Occurs during or within 4
hours of cessation of
transfusion
AND EITHER
Fever (greater than or
equal to 38°CHO0.4°F
oral and a change of at
least 1°C/1.8°F) from pre-
transfusion value)
OR
Chillsirigors are present.

Probable:
NIA

OPTIONAL

Possible:

FNHTR is suspected, but
reported symptoms andfor
available information are
not sufficient to meet the
criteria defined above.
Other, more specific
adverse reaction definitions
do not apply.

Non-severe:
Medical intervention (e.g. symptomatic
treatment) is reguired but lack of such would

not result in permanent damage or impairment

of a bodily function.

t hospitalization or prolongation of

hospitalization is directly attributable to the
adverse reaction, persistent or significant

disability or incapacity of the patient occurs as
a result of the reaction, or a medical or surgical

intervention is necessary to preclude
permanent damage or impairment of a body
function.

Life-threatening:

Major intervention required following the
transfusion (e.g. vasopressors, intubation,
transfer to intensive care) to prevent death.

Death:

The recipient died as a result of the adverse
transfusion reaction. Death should be used if

death is possibly, probably or definitely
related to transfusion. If the patient died of a

cause other than the transfusion, the severity

of the reaction should be graded as
appropriate given the clinical circurnstances
related to the reaction.

Not Determined:
The severity of the adverse reaction is
unknown or not stated.

Definite:

Patient has no other conditions
that could explain
signs/symptoms.

Probable:

There are other potential causes
present that could explain
signs/symptoms, but transfusion
is the most likely cause.

Passible:
Other present causes are most
likely, but transfusion cannot be
ruled out.

OPTIONAL

Doubtful:

Evidence is clearly in favor of a
cause other than the transfusion,
but transfusion cannot be
excluded.

Ruled Out:

There is conclusive evidence
beyond reasonable doubt of a
cause other than the transfusion.

Not Determined:

The relationship between the
adverse reaction and the
transfusion is unknown or not
stated.



Presenter
Presentation Notes
For each of the 12 adverse reactions, there are case classification tables that include case definitions, severity, and imputability criteria. The case definition is used to help classify the adverse reaction and is divided into definitive, probable, and possible. For some adverse reactions, possible case definitions are optional to report. For example, post transfusion purpura (PTP) has a possible case definition that is optional.  Severity is the degree to which the patient developed symptoms and it is divided into non-severe, severe, life-threatening, and death. Imputability is an assessment of the relationship between the transfusion and the adverse reaction and it’s divided into definite, probable, possible, doubtful, and ruled out. All adverse reactions where imputability is doubtful or ruled out is optional to report.


Before Entering Event Forms

Be sure that your facility has completed:

 Annual Facility Survey

* Monthly Reporting Plan(s)


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


Adverse Reaction Form and Table of Instructions

DR M. B 2000500
Exz. Dmtm: D2-319-2014
weoric govinfn
Hemovigilance Module
Adverse Reaction

|

*Fadent IT: ~Gender: (W OF Ooher "Dae of Birih:

Soclal Security &: Secondary I0: Medic

Last Nama: First Namaa: Midde Mames:

Etwidty [ Hispanic or Laine  [J Mo Hispanic o Mot Lating

Race O Amarican indiandaska Matve [ Asian [ Black or Aftican American

[ Maive HawaliariOtrer Fachic Isender [ white

Hiaod G Oa- Oa+ Oe- Os+ Oae- Oags Oo- Oo+ O Tipe and crossmaish nol dona

“Frimary undertying reason for iansfusion:  [] Coaquicpaty ] Genelic Disorder ] Homatology Disorder
Onemctysis  Jiniemal Bleesing [ Matignaney [ sedcal [0 Swgery [ Urknown
0 cthr ¢spacity)

Rueactien Detalls

"Date readion ooourmd:

_ i iHHN) [0 Time uninown
“Faciiy ncation wharne pationt was Farsiused:
*Is this daind with aninddant?  [Jves [Omo ¥ Yos. incident &
"Signs and foms, laboratony: [check all Sl apply)

Cairdenvascislar il Nedis: Paim:

[ Blocd presssre decreass [ Edema 0 abdominal pain
[ shook O Fhsning [ Back pain
HemolysistHemormhage [ Jaund |0 Flark pain

[ Dissemiraied infravascular coagulaion | ] Other rash [ Inissicn sikw pain

] Hemoglobinemia [ Frurius {iching) R ¥

[[] Fositive aniibody soren ] Uriicaria {hives) ] Bilatoral infilraries on chost x-ary
Ganaralized: Foanal: 0 Brorchospasm

[ crilskigors [ Hematuria O Cosgh

O Fovar O Hemogiasinuria 0 Hypouamia

] Oiiguria I[] Srorress of breath

) Oerer: {specily]

Publc Huaith Serdcs Ad (43 USC 245, 245, asd Hamidik

Publc moating surdsn of i codscon of nfaTaaion B airaisd o erse ¥ s par Saponss, inchicing i iTe o SvEwing neraoione,
maaching Sciing cais BT, A M, collscicn of a1 mgerTy
e ) — = coliscion stenn i Csinen 8 caTenty s DM corcd

Tk, 60T COAETNNL SEETIG il CUTEN ST OF 37y R SASES of Tl Colerson of inkeTureon, nchudng Buggeasone b seducing T

A0 Do | ME C-7d Gk 3O ATTH: PRA
Fage 1ol 4

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

inforrnaian s shaned across SMHSN Componond. When an SN is

eriored ior @ patiant that has baon previously anfered for ancihor

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:
¥ tho pananrs biood fype does mof cleary match a singie bisod fype,
sedoct the most redevant bibod fype and make & nole in the
joommants seotion of e form. For example, o pabient is yping wath
fmiced fiokd reacnans folowing @ bome mamow franspla, sefac! the
prodominant bivod type and anfer 2 nols A0 the comments seoiion
swrch as, “Group A recipent of growp O bone mamow fransplan

= 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/acute-care-hospital/bio-hemo/index.html.


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 10312]
Facility Pleasant Valley Hospital (ID 10212] is following the BY component.

NHSN Hemovigilance Module Home P
Use the MNavigation bar on the left to access the features of th

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:

Fields marked with a red asterisk () are mandatory
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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

0 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 Secondary ID: Medicare #:
Facility

Group

Log Out Middle Name:

Last Name: First Name:

*Gender: - *Date of Birth:
Ethnicity: -
Race: [[] american India aska Native Asian
Black or African erican Native Hawaiian/Other Pacific Islander
White
“Blood Group:

Baaction Details

Patient Information
= Patientinformation is shared across NHSN Components.

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

= |f a PatientID 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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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, therefore, if a Patient ID is recognized by NHSN, the system will auto-fill the patient information that had previously been entered. 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

transfusion:.

Reaction Details
*Date reaction occurred:

*Time reaction occurred: 15 : 00 (HH:MM)

[[1Time unknown

*Facility location where patient was transfused: [N-DIAL-INPATIENT DIALYSIS

*Signs and symptoms, laboratory: {check all that apply)
Generalized: [l chillsfrigors
Cardiovascular: [[IBlood pressure decrease
[[lEdema

[ClPruritus

Cutaneous:

Hemolysis/Hemorrhage:
Pain: [C] Abdominal pain

[[IHematuria

[CIgil. infiltrates on chest x-ray
[[Ishortness of breath
[[other

Renal:

[[IDisseminated intravascular coa

[CFever
[ shock
[¥] Flushing
[¥] urticaria

gulation

[C1pack pain
[[]Hemoglobinuria

[[Bronchospasm

[[]1aundice

[“IHemoglobinemia
[CIFlank pain

[ oliguria

[l cough

[Tl other rash

[[]Positive antibody screen
[Cl1nfusion site pain

[ Hypoxemia

More information on Link/Unlink Incidents will be
i provided later in this training session.
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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 this 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.

0 Signs and symptoms, laboratory

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

= See Section 3 inthe protocol for a glossary of signsand symptoms.

14
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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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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 classification tables in the protocol,select the
appropriate reaction.

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

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

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

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

16
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Select the appropriate adverse reaction using the case definitions in Appendix A of the protocol. If the reaction cannot be diagnosed, select ‘Unknown pathophysiology.’ If the reaction can be diagnosed, but does not match one of the 12 defined adverse reactions listed, select ‘Other’ and specify the reaction. Using the protocol, determine the case definition, 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

= Selectthe appropriate clinical outcome of the patient.

= |f therecipientdiedfollowing the adverse reaction, enter the date
of death whether or not the death was transfusion related.

* Enter the relationship of the transfusion to death using the
imputability criteria for “Other or Unknown”in Section 3 of the
protocol.

17
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Select the appropriate clinical outcome of the patient after an investigation has been completed and imputability has been determined. If the recipient died following the adverse reaction, enter the date of death whether or not the death was transfusion related. Enter the relationship of transfusion to death using the imputability criteria in Section 3 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 particularunitimplicatedin the adverse reaction?

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

= |If multiple units were transfused, and a single unit can be implicated
as the cause, the implicated unit 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.

= Enter additional rows as needed.
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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. 


Component Codes

0 Two code systems used for blood products:

= |SBT-128
= Codabar

0 The 5-digit code for the blood product entered in NHSN
should match the product description generated by the

application.

ee Circular of Indi 8,
conlmlrdlum cautions and methods of infuslon.

This product may transmitinfectious agents. Rh(D) Positive

R only
VOLUNTEER DONOR

LT

0022062359
Expiration Date

31 JUL 2002

RED BLOOD CEL
ADENINEQSOHLIIEE (A-SS 1) ADDED

ISBT-128 product code

ADENINE SOLUTION

mm Mtf_n&lmtﬂﬁn Frogphas Do
Acdaring Soleinnior oolecton of SO0mi ol

Approw. 500 ml

| ]
plua TO ml CPDA-1. .n-:l.lru phoaphal Jmenah L USP and
Store ot 1—8°C. Lnm i i, SR Lizecoly F zolbon & daar.

S0 Clroutar of Information for IndiCatons,
codtrandicabons, cautions and mefnds of infusion

VOLUNTEER DONOR

This product may oremit infectoun agents, R only. Collection/Proceasing
PROPERLY IDENTIFY INTENDED RE CIPIENT LD, Lot Hore

Codabar product code
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NHSN is set up to allow entry of ISBT-128 and/or Codabar codes for blood products. When a 5-digit code is entered in NHSN, the product description should appear.  If it does not, make sure the code was entered correctly.  If the code was entered correctly and the description still does not appear, please contact NHSN user support at nhsn@cdc.gov and provide the code and product description. 



Don’t forget to SAVE!

Custom Fields

Comments

0 Remember to SAVE before leaving the page.

= Forms cannotbe left unfinished and completed later.
= Forms cannotbe saved unless all required fields are entered.

21
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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 Incident Records to Adverse Reaction Records

transtusion:

Reaction Details WHELF
*Date reaction occurred:
*Time reaction occurred: : {HH:MM) Time unknowg

*Facility location where patient was transfused:

Link/Unlink To Incidents Reaction is not Linked

*Signs and symptoms, laboratory: (check all that apply)
Generalized: Chills/rigars
Cardiovascular: Blood pressure decrease
| faneous:

0 Incidents that are associated with adverse reactions
must be linked to adverse reaction records in NHSN.

0 Incident records must be entered before they can be
linked to Adverse Reaction records.

0 Usethe“Link/Unlink To Incidents” button on the
Adverse Reaction form to link the records.

22
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Incidents that are associated with adverse reactions must be linked to adverse reaction records in NHSN. Incident records must  be entered before they can be linked to Adverse Reaction records. Use the “Link/Unlink To Incidents” button on the Adverse Reaction form to link the records. 


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

O 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

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

l The Patient ID must be the same on both forms!
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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 Incident Records to Adverse Reaction Records

cbC|

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

‘g NHSN Home
Alerts
Reporting Plan
Patient
Incident

Reaction

0 Add

I Find

I Incomplete
Summary Data

Analysis
Surveys
Users
Facility
Group
Lon Out

MHSM - MNational Healthcare Safety Netwo pt-v-nhsn-test:8081) | NHSM Home | My Info | Contact us | Help | Log Out

Logged inte KWC Test Hospital (ID 1097 s KOO,
Facility KWC Test Hospital (ID 10976) is owing the B\ component

Incident Link List

First | Previous | Next | Last Displaying 1 - 2 of 2

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

L48 ABC1234 05/05/2012 AN AN 0D
v 549 ABC12324 05/06/2012 PC FC 01
First | Previous | Next | Last Displaying 1 - 2 of 2

Lirk Arlirik: Back

0 Allincident records with matching Patient ID(s) will

show on the Incident Link List.

0 Select the Incident records that are associated with the

adverse reaction and click“Link/Unlink.”
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All the incident records with matching Patient ID(s) will show on the Incident Link List. Review the date the incident occurred and the incident number, and select the incidents that are associated with the adverse reaction, then click the “Link/Unlink” button. 


Linking Adverse Reaction to Incidents

*Time reaction occu™®d: 18 : 00 (HH:MM) Time uni

*Facility location where patient was transfused: OUT-DIAL- OUTPAT,

Link/Unlink To Incidents || Reaction is Linked

*Signs and symptoms, laboratory: {check all that apply)
Generalized: Chills/rigors S Fever

g digvascular: Blood pressurcegacrasca Sheg

0 Once the Incident record is linked to the Adverse
Reaction record,”Reaction is Linked” will appear next
to the“Link/Unlink To Incidents” button.

0 Remember that Patient ID must match on both the
Incident form and Adverse Reaction form.
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Once the incident record or records are linked to the adverse reaction record, ‘Reaction is Linked’ will appear next to the button. If you’re trying to link records and you can’t find the incident on the Incident Link List, the first think I’d check are the Patient IDs. 


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
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Presentation Notes
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.
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Presentation Notes
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

]

Department of Health and Human Services

Centers for Disease Control and Prevention

‘g NHSN Home
Reporting Plan
Patient
Incident

Reaction

cl
O Incomplete
Analysis

Surveys
Users
Facility

MHSHN - National Healthcare Safety Network (apt-v-nhsn-test:2081} | NHSN Home | My Infe | Contactus | °

Logged into KWC Test Hospital [ID 10976) as KOO,
Facility KWC Test Hospital (ID 10978} is following the BY component.

Add Summary Data

-

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

drop-down menu

| a0 Click“Continue”
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Presentation Notes
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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Presentation Notes
Select the month and year from the drop-down menu.



Entering a Monthly Reporting Denominator Form

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

| NHSN Home | My Info | Contact us | Help | Log Out
‘8 NHSN Home
Alerts

Reporting Plan Add Monthly Reporting Denominators

Patient
Incident

2 BV component.

Reaction
Summary Data Mandatory fields marked with * Print PDF Form
o Add GHELP _—
o Find

# ili : 10976 (KWC Tes spital)
I Incomplete Facility ID: 10976 (KWC Test Hospital)

Analysis *Month: -
Surveys “yaar: -
Users

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

Log Out Product “Units Transfused *Aliquots Transfused

Red blood cells Whole blood derived ToTaL

Irradiated

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

The no adverse reaction box cannot be checked if an
Adverse Reaction form has been entered.

The no incidents box cannot be checked if an Incident or
Monthly Incident Summary form have been entered.
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Presentation Notes
The Denominators form includes two check boxes. Use the ‘No adverse reactions reported this month’ and the ‘No incidents reported this month’ boxes when no adverse reactions or incidents occurred during the month, respectively. If the boxes cannot be checked, it means that an adverse reaction form or incident form was entered that month. Lastly, if the box or boxes are checked and an adverse reaction or an incident form is entered, the boxes will automatically uncheck. 


Hemovigilance Module
Monthly Reporting Denominators Form

No Adverse Reactions reported this month No Incidents reporisd

Product “Units Transfused *Aliquots Transfused
Red blood cealls Whaole blood denved TOTAL 500

Irradated 100
Leukocyte reduced 200
Irradiated and leukocyte reducdc

TOTAL

Irradiated

Leukocyte reduced

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

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 units (irradiated, leukocyte reduced, and irradiated and leukocyte reduced) does not need to equal the total units/aliquots transfused. The total units transfused is not inclusive of all modifications. For example, in the screenshot, the total units transfused for whole blood derived RBCs is 500 units. The total number of modified units is only 400. That means that 100 units were modified using a method not cover on this form, such as washing. However, the total of the three modifications collected on the form can equal the total number of units transfused. For example, a total of 200 Apheresis RBC units were transfused and the total modifications, 75 irradiated units, 100 leukoreduced units, and 25 irradiated and leukoreduced units equals the total, 200 units. Also, do not include the units from which aliquots were made in the units transfused count.  


Case Study

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.

32


Presenter
Presentation Notes
This case study is designed to guide a user through the process of completing an Adverse Reaction form using NHSN.  


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
A screen shot of the 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 been entered using information available in the description. 


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, but 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
A screen shot of the 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 the patient experienced an allergic reaction from the transfusion. The case definition criteria chosen was definitive because the patient experienced two of the symptoms listed in the protocol. The severity was non-severe because the patient responded quickly to symptomatic treatment (administered diphenhydramine). The imputability was definite because the reaction occurred within 2 hours of cessation of transfusion and the patient was not exposed to other environmental, drug, or dietary risk factors. The Outcome was minor or no sequelae. Note: reporting non-severe allergic reactions is optional. 


Case Study

Component Details

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

*Transfusion

Date / Time *Component code “Unit number
MM/DD/YYYY  (check system used) Reqguired for TRALI, GVHD, Infection

HH:MM
3/05/2012 | @ ISBT-128 Facility

. 15 Codabar
E1325
Thawed Apheresis FRESH Sequence
FROZEN
PLASMA |NaCitrate/XX/refg

Year

Vertical Digits

Checksum Char

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

HH:MM

“Blood
group
of unit

B o ~

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

implicated unit.

Implicated
in the
adverse
reaction?

W

= |f a unitis 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. However, if multiple units were administered, and a single unit can be implicated in the reaction, it must be entered in the first row of the table.   


o O 0O O

U

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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