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- Mississippi Blood
- Service

Frormu  Nina Salamon

Fax:  301-827-3533

Date 5/8/01

Pagest 19 (including this one)

Dear Mr. Ruta,

Attached is the abstract | presented at the AABB meeting last year. Take a look at it and call me if you

have any questions. | will try to put our most recent

it to you sometime this week.

Sincerely,

data together on no flow and slow flow units and fax

Nina Salamon !E : /Ll\ ‘ g
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(SLIDE1) IMPACT OF SICKLE CELL TRAIT BLOOD DONATIONS FOR A
COMMUNITY BLOOD CENTER AFTER UNIVERSAL
LEUKOREDUCTION

(Sl!de 2)  Mississippi Blood Servlces. focated in Jackson Mississippi,
collects approxmateiy 50, 000 units per year Over the past several years we
have increased our coilectlonsfmm the African American community. This year
‘approxi‘mately 30% of the donors we collect will be African American. Our blood
center relies heavﬂy on Afncan Amerlcan donors to meet the. communlty blood
requirements. In October 1999 asa response to the FDA's: recommendatlon for
universal leukoreduction, and at the‘requerst of our major hospitals, we

implemented 100% leukoreduction of red celis.

(Slide 3) Anecdotal reports suggest that sickie cell trait donors will cause
leukoreduction ﬁl’ier failures. Sickle cell disease is an inherited blood disease
that affects approximately 1 in 400 African Americans. Sickle trait is not a
disease, and affects approximately 1 in 7 African Americans. In Mississippi,
newbom testing has been performed since 1988 to detect sickle cell disease,
however no centralized data base exits and many individuals do not know their
sickle trait status. Because we rely heavily on our African American donors to
meet our blood needs we encourage sickle trait positive donors to donate. We
estimate that approximately 2% of our collections would come from sickle trait

positive individuals, which would cause filter failures and lost products.
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(Slide 4) ~ During the first tfiree oduction we identified 143 filter
failures. Retrospectively we screened these units for sickle trait. 126 units, 88%,
screened posit‘ive for sickle ‘trait.v 17 units, 12%, screened negative. Most |
donors who were sickle cell trait positive were African Ameﬁcaﬁ, although some
Caucasian donors screened positive for sickle cell trait. in our pfocess the
phlebotomist determinas the race of the donor, and the donor is able to change

the determination. In Mississippi the estimated percentage of Caucasian

individuals who test positive for sickle trait is 1%.

As we continued wuth leukoreductlon processmg, we began to hear that in
addition to filter fallures s|ck|e tratt unﬂs that do successfully ﬂlter would have

unacceptable whlte cell counts resultlng in a non-leukoreduced red cell product.

"To assess the lmpact of snckle cell trait positwe donors on our abcltty to provide

leukoreduced red cells, we began a study to perform sickle cell trait screening

and post-filtration white cé)l counts on our donor population.

(Slide 5) . On predetermined days, donors from mobiles selected to have a
high percentage of African American donors were screened for sickle cell trait.
Units from all donors presenting at these moblies were tested regardless of

race. These units were subsequently leukareduced within 24 hours of collection

. using either a Baxter sepacell sterile dock red cell filter or Baxter integral whole

blood filter, After filtration, units were counted for residual white biood cells

. using the Imagn 2000.
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(Slide 6) 485 donors were tested using this protocol. 228 donors
representln'g'47% of the donors tested were ‘A'frican Americah. 255 donors;

52%; were Caucasian. 15 donors, screened sickle trait positive,

(Slide 7) Of the donors tested who screened p‘osvltive for sickie cell trait, 14
donors did pass through the filter but failed the residual white cell count. One
donor passed the residual white cell count after filtration. Donors sickle trait -

status was confirmed by hemoglobin electrophoresis.

(Slide 8) EValuation of the residual white cen count of all 485 donors

A revealed that 93% passed the res&dual whute cel! count whlle 7% failed the

reSIduai whlte count The fallures were comprlsed of 14 dcnors who screened

positive for s:ckle tralt however thara were 19 SICkle tra:t negat:ve donors who -

a!so failed the resndual white cell count.

This study was designed to include 2000 donors, however after 485 donors
were evaluated, Becton Dickinson placed a ship hbld on their imagn reagents
and the study was discontinued. Concurrant with the Becton Dickinson hold,

Baxter recalled thelr Sepacell filtar and we began using Pall filters. -

(SIIde 9) A second study was begun to look at the residual white cell count

, u‘sing the Pall filters, During the ‘oou'rsevof a few weeks, African American donor

units were selected for sickle trait scraening and residual white cell counts. The
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Institute for Transfusion Medicine performed the residual white cell counts

within 48 hours of collection.

(Slide 10) In this study, 67 African American donors were screened for sickle
cell trait. None screened positive. All units were tested for residual white count.

59 units, 88%, passed and 8 units. 12% falled.

Recently the FDA has issued a concept paper suggesting that they will lower
the residual white celt count from 5x10% to 1x10% Using the Eurppean standard
of 1 X 10%there }was a 52% failure rate wlythvthe Sepacell filter and a 70% failure
rate with the Pall filter. The Pall fitter was in use for several weéks when the
second stUdy wésbegun sﬁégesth;g pérhaps tech tréining and fafniliarify with

the product might have caused a higher failure rate.

(Shide 11) " In our center, faced with increased requiremeﬁts for QC after
universal leukoreduction, we continue to. Nageotté count our QC units. Mid size
cente‘rs should cohsiderAautomating thelr residual white cell counting methods;
however it Is not feasible in our centér. even if reagents were available, to ..
perfdrrh residual white cell counts using the Imagn machine. Imagn reagents
are costly and throughput is slow. The machine requires very precise pipetting,
and operator errors occur frequently necessitating repeat sample runs. We are

currently considering third party flow cytometry for our leukoreduction QC.
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(Slide 12)  In'summary, we are currently meeting the FDA requirements for
leukoreduction of red blood cslls. Units drawn from donors who Ascreenpositive
for sickle cell trait will not flow or w_lll not adequately leukoreduce, however
sickle trait negative units also failed to adequately leukoreduce. Because many
sickle trait negative donors did not adequately leukoreduce and because sickle
cell trait in our population is not confined to individuals recognized as African
American, we elected not to screen all of our donors for sickle trait. Currently
we are evaluating all units which do not flow or which exceed 60 minutes to
filter, for residual white cell count and .s‘ickie trait status. In this process we hope

to capture all units that do not adequately leukoreduce,

(Slide 13) After one full year 'c‘:‘t“i 00% red'c‘:‘élt feukoreduction, Mississippi Blood
Services has lost 1.3% of units cbnﬁctéd dﬁe to filter flow problems. Due to the
- complexity and community perceptions aséociéted with sickle trait scre’enihg in
our population we have decided at this time not to screen our donors for sickle
cell trait. In order tb meet the challenge of providing adequately leukoreduced
red cell units we are contiriliing to study this problem. in addition we are.
investigating sickle trait positive donors on subsequent donations tp determine
if they adequately leukoreduce or not. Routine donors who do not adequately

leukoreduce will be redirected to non red cell collection procedures. |




IMPACT OF SICKLE CELL TRAIT
~ BLOOD DONATIONS FOR A
COMMUNITY BLOOD CENTER
~ AFTER UNIVERSAL

- LEUKOREDUCTIbN

N. Salamon &S Allen, MS Blood Services, Jackson, MS
JK Anderson, Baxter Healthcare Corp. Deerfield, [l
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Mississippi Blood Services

= 50,000 unit collection facility
» 30% Afncan American donors
- Oct. 1999, |mplemented ULR

Increase m Afrlcan Amerlcan donors

— 00T 3-6%

1909 29%
1998 27%
997 24%




Sickle Cell Disease

!

» Inherited blood disease aﬁectmg red
“blood cells " | |

= Affects 1 in 400 Afncan Amerlcans |

o Slckle frait is not a dséease

» Sickle trait1in7 Afncan Amencans

« Newborn testing | |
« Estimated prevalence in our donor pool
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Filter Failures 10/99 - 12/99
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Sepacell Study

. Mobﬂes selected to have high number |

-of African American donors
= Al donors screened regardless of race

= All units from selected mobiles counted
for reS|duaI whlte cells after filtration



Sepacell Study - Results }

= 485 donors tested v
= 15 sickle trait positive (3%) -
O 2~+~f-'f8f-Afr|can Amencan -
« 255 Caucasian '
.2 other e
. Race ldentlfled by donor hlstonan



Sepacell Study - Results

= Sickle trait positive - 14 failed WBC
' Slckle trait posmve 1 passed WBC
. Conflrmed suckle trait+




Sepacell - WBC Results
' - OxE6
« 485 donors ‘
» 452 passed (93.2%)
= 33 failed (6.8%) x
‘= 14 sickle trait pos which failed (2.8%)
- = 19 sickle trait neg which failed (3.9%)

| ~ [WBCpass [WBC fail
. 8 ‘.“cSickle.pfos, 1 1
 [Sickleneg | 451 19




Pall Study

. Only African American donors selected
» Sickle cell screened '

. Resfual w”"ute cell count by flow
cytometry



Pall - WBC Results
. 5XE6
» 67 donors
= 59 passed (88%)
. 8 failed (12%)
. O unlts screened snckle trait pos
WBC pass  [WBC fail
Sickle pos O] 4 0

[Sickleneg |




‘Summary Counting Methods

. Nageotte |
- Mlcroﬂuorometry
= Flowcytometry
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' Summé_ry

« Currently meetmg QC reqwrements

 a No Flow unlts

« Sickle trait positive flow but don't
Ieukoreduce . |

. Slckle trait negatlve
= Slow flow units
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Impact on Mississippi Blood
Services

= Lost units (no flow) 1.3%
« Sickle trait testing - slow flow
~ investigation |

= Subsequent donations

. Redirect to non red cell collections




