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Background

* Donor Vigilance Program at Blood Systems,
nc. (BSI) began in 2007

* Resulted in multiple refereed publications that
nave influenced policies

* Led to implementation of intervention measures
that reduced vasovagal reactions in donors.




Organization Background

» Established 1943
» Non-profit 501 (c) (3) Organization
» National Headquarters is Blood Systems (Scottsdale, Arizona)

» 10 Regional Blood Centers (2 are affiliates) servir}ii8 States
;.

’ims o

7/

\L
% - g

@ : | Map Key:

@ & ¥ Regional Blood
O = Centers

{> BioCARE
B CTS Laboratories

@® Research

Blood Systems




Alm

 To describe actions taken in data collection to enhance
analysis and reporting on blood donor adverse events (AES)
aimed to inform appropriate intervention strategies.
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BSI’s Donor VigilanceTimeline

CONTINUOUS PROCESS IMPROVEMENT

Data Collection Forms

Database

Vasovagal Reactions Classification

Supplemental Donor Testing

BECS changes to accommodate external reporting
* Mild Reactions
* Donor Association

* Intended Collection Type
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Data Collection Forms

* Rev 5 (up to 6/3/07)
* Rev 6 (6/4/07 to 12/2/07)
* Rev 7 (12/3/07 to 4/24/08)
* Rev 8 (4/25/08 to 7/27/08)
* Rev 9 (7/28/08 to 10/26/08)
« Rev 10 (10/27/08 to 3/29/09)
* Rev 11 (3/30/09 to 11/27/2011)
* Rev 12 (11/28/2011 to present)

* Revisions 5 to 12 (2007 to present) - periodic reviews allowed inclusion of data elements
evaluated as important in donor vigilance

* NOTE: participation in national reporting allowed for stabilization of data collection form,
i.e. Rev. 11 (3/30/2009 to 11/27/2011)
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BS 336 — Donor Reactions and Incidents (Paper Form)
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BS 336 — Donor Reactions and Incidents (Paper Form)
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S 336 — Donor Reactions and Incidents (Paper Form)
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BS 336 — Donor Reactions and Incidents (Paper Form)
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BS 336 — Donor Reactions and Incidents (Paper Form)
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BS 336 — Donor Reactions and Incidents (Paper Form)
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BS 336 — Donor Reactions and Incidents (Paper Form
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BS 336 — Donor Reactions and Incidents (Paper Form)
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Medical Affairs Donor Reactions and Incidents Database
(MADRID)

Views Llipooara = Font HICN | exXt Hecoras SOIT & FlTer WVVinaow
> | Medical Affairs Donor Reaction and Incident Database (MADRID)v.2
’ Center @ Entry Date: DRR
Donation # |609?61 2 11/20/2007 Donation # on DRR |5037614
Date on BS 336: 6/20/2007 Donor ID on DRR 2549659
Reaction Location D v Gender M [=]
Reaction/ Incident Start Time: 16:40 DOB: 9/29/1944
Donor ID 2649859 Supervisor/ Designee Review Donation Date: 6/20/2007
: : Collection Site 22201
Reaction Signs/ Symptoms Class. of Reaction 1 Moderate : .
L . — . Donation Type B
[ Fainting/lunresponsive Vomiting Reaction 2 ’—IZ'
to commands [~ Tetany eaction Bag Type TC
0 Sec [ 0 Min [~ Convulsions Phlebotomy Type: [plsirbc : i
[~ Incontinence Weight (in pounds) 3325
Height (in inch
g Release from Collection Site First time Donor r eight (in inches)
S 911, Paramedics Called | Blood Pressure
’ Collection Complete I i
g Time released from site: 1728 ) P - s?'s"""'_’ 198
.ﬁ - — v Needle Adjustment Diastolic 84
rocedure Problems and Incidents Pulse 4
L= -
S ™ Hematoma [ Follow-up Treatment
E [ Excessive pain at needle [ Redness ER [ Admitted [ Donor Reaction Time:
[ Infiltration ™ Fall Risk Management Notified [ Phlebotomy
[ Possible arterial puncture [~ No apparent injury .
© paini  Head trauma Medical Director  |May donate |~ | = luTe
ain in arm -
Review End Time:
B [ofnees [ Other injury
Comments:
|
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Donor Hemovigilance System (DHS)
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REVISION 12
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REVISION 9
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REVISION 7

Blood Systems




Donor Hemovigilance System (DHS)

RS 336 ) Y
O 9 BTH - ¥ " a
I e SCIES
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Wekcome ULIRI2 »
4 Donor Hemovligilance System
Blood System
_rome SO ety Cmrs s _fepors 1o _ e
BS336FormRev] 2WebPart
Page 1 of 10

DIN * Date + Center Information; SelectOne v + Permanent Donar ID
Donor Name  Last Frst
Darar Mones Guardian Mone

Ir ame not known, selkect

Reacuon/incdant Start Date Inodent Time 1 0001-0600 1 0601-1200 7 1201-1800 © 18012400 © N/A
If nme not known, select
e ¢ D0O1-D600 © 1 0601-1200 0 1201-1800 © ' 1801-2300 © N/A
Comploted by
Reaction During  Select One -

Back To Revision Selection Next Page Save For Later
BS 338{Rey. 12) MEDXOD

DIN 8 @ required hed,
Date 15 a required fleld.
Center [nformation & a requirad felc,

& Local intranet | Protected Mode: Off
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Donor Hemovigilance System (DHS)

5 33 o X
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Blood Systems
e s v cooe_ v _eon e
BS336FormRevi 2WebPart ,
Page 2 of 10
Reaction Signs/ Symptoms |
T palor I ught-headedness/Dizziness I conndsians :
I Sweating T wWeakness 1 pEncuy bresthings/shortness of breath
T Narvousness/Ansety 7] Nausea I cnost pain
| Feelng warm " Vamitng "] AcodentsFall
[ Chits or shiverng [ Continwed Vomiting
I Tinging/numbness ps/fingers I ] (T ) NO DOl
T Musde tghtness, cramping, spasms. Tetany) [ Incontinancs Diarrhes WP npury (dee Comements)
7| Hypesventilstion 4] g/Lloss of Cor i
| weleet cre Il Other reaction {see Comments)
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Donor Hemovigilance System (DHS)

S 336 - ¥ ! " o - o .
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@ 85 236 Form - Revison 11 Ferm % - B - 2 mp - Pagew Salety~ Toolsw @

Il Hematoma T Advised 10 parform AMT axercises

Sie | Seluct One - T Feet eleyated
I infitration I Cool compeess apphed
! Pain ar Pressure at needie site | viarm compress appled
17 Possitie artensl puncture T Advised 1o toke siow, deep breaths

Pulse: @ Y ON I Pressure bandage

[l redness at needle site T Breathing mto paper bag
] Rashiitching/Tives at needle site P Intake encouraged
I Generatzed rash/tching/hives " Saine infused
I pan that shoots/raciates down the forearm <0 Masuremint | Select Qne v

E,Mnnbnus/unoinq of fingers, hand or &m | other treatment (se=e Comments)
' Weakness of arm or hand .

7l pain anywhere in affected arm -
[ Other incdent (see Comenents)
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Vasovagal Reactions Classification

Moderate

or Severe

Mild,
Moderate or
Severe Pre-faint,
Loss of Consciousness
(uncomplicated, complicated, with injury)
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BECS changes to accommodate external reporting

Allergic High School as of

Citrate College 18 January 2010
Hematoma (small) Military
Infiltration (small) Others

Multiple Intended Collection Type

Oty Specification of collection type among donors with incomplete
Vasovagal (mild) or unsuccessful donation
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Supplemental Donor Testing

Total Cholesterol testing
(since March 2007)

Hemoglobin using HemoCue
(began September 2009)
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External Reporting

Beginning April 2009 data - AABB - Donor
Hemovigilance System

\_Y_l

Submitted 2010 data - International Surveillance of
Transfusion-Associated Reactions and Events (ISTARE)
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Timeline - Overview

Blood Systems, Inc. Donor Vigilance: 5 years of centralized donor reactions and incidents data collection

Year 2007 | 2008 | 2009 | 2010 | 2011 ] 2012
Manths 1[2]s[als(e[7[slo[wina[ax|a[2]s[al5[6]7[s[o[w0[atlaa[1]a[s][a[5]6]7 8]0 s0]1s]a2/ 1 2[s]a[s5 67 80[10[aa[a2|a[2a]s]a] 8] 6 7l
151 Intervention Pre-intervention

151 Post-intervention
F

2nd Pre-Intervention

Rev §

3 85 336 form Revs (upto Rev 6(6/4/07t0 | Rev 7 (12/3/07 to | (a/25/08 e 12 (11/28/2011 to
t - /) % Rev 11 (3/30/09 to 11/27/2011) 2
F
Centralized BS 336 851 Donor W ilance System - val in-house developed B85 336 data entry tool
2 | dota enery - Dota N mast 85 336 flelds entered

(lawnched in May 2009, backlog data entry perf

d for DS 336 from 2008, current SOPs In place for centers to send B5 3365 to COMA for data entry Into the DHS )

able (including Mild jons - as of 1/18/2010)
{Data in test anvironment due 10 errors reeding resolution) PEnng RS A8 deta sty

2010 data submitted on March 1, 2012 [pending ssbmission once data for 2011 is completed)

Mid Reectiom IR reaction in BECS 10 include all tymes, mild vasovagal or_ather mild srocedure sroblems. ML Batutians bt suakch AAMR chussiiicatten (as.of 118720000 -
captured in BECS Allurgic, Citrate, Harmatoma (small], Infiltration {small), Multiple, Other, Vasovags! (mild)
85 336 Vasovagal
Reactions Moderate or Severe Mild, Moderate or Severe Vasovagal Categories (pre-faint, LOC, uncomplicated, complicated, with injury)
3
Incidents SR et AABS Reaction Local Injury Related 10 Needie
i “o:m g mmur&mm type/ category Apheresis
including Allergic Aliergic
Anaiphyiasis)
Can be mapped to
AABS AABS D ® il N mhn‘dﬁdh“mmum can be matched 10 AABB resction types and categories (including MILD ruacts
Type/ Category 2 I
Ei HemoCue testing
.!3 Cholestarol Testing Began testing on March 5, 2007
Direct Association fields option available for stall within BECS: HS, College, Military and Othwrs added as a question
Data based on use of extermal association table from Hemasphere , merged to data using the site description in the DRR
(implemented on 1/18/2010)
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Results

Continuous process improvement (CPI) allowed:

1. Improved capabilities to classify AEs in a manner that allow
comparisons with the national and international standards:
— U.S. Donor Hemovigilance System, and
— International Surveillance of Transfusion-Associated Reactions and Events (ISTARE),
2. The use of appropriate statistical analyses, e.g. multivariable
regression, thus overcoming the limited usefulness of simple rate
comparisons or uni-variate analyses, and

3. The evaluation of additional factors’ contribution to the likelihood of
vasovagal reactions and/or needle related injuries in blood donors

L

e5
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Summary

* Donor vigilance Is an evolving field.

* Gained knowledge may generate new
Inquiries.

* Only through a continuous improvement
process, an optimum donor vigilance program
can be achieved.






BSI’s Commitment to Quality

 Quality is providing an uncompromised quality of work
life, while continuing to ensure the quality and safety of
our products and services to ensure a positive outcome

for patients and donors

 Blood Systems is dedicated to quality, continuous
performance improvement, and implementation of new

guality initiatives.



