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“To protect the safety of the donor...”
e “A donor should undergo no more than 24 Platelet,
Pheresis collections in a 12-month period.”

e “You should collect no more than 24 total Platelets,
Pheresis components in a 12-month period.

 Two components collected from a double
collection of Platelets, Pheresis and three
components collected from a triple collection of
Platelets, Pheresis would be counted as two
components and three components
respectively.”




“To protect the safety of the donor...”

The interval between each collection of Platelets,
Pheresis should be at least two (2) days with no
more than two procedures in a 7-day period.

The interval between collection of a double
Platelets, Pheresis and any subsequent collection
of Platelets, Pheresis should be at least 7 days.

The interval between collection of a triple Platelets,
Pheresis and any subsequent collection of
Platelets, Pheresis should be at least 14 days.

A post-donation platelet count should be performed
after each collection.




039 donors, 11,464 collections at NIH
(1994-98)
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“Regular plateletpheresis donors
develop sustained decreases Iin platelet
“count. However, clinically significant

thrombocytopenia is unusual....”
Lazarus et al. Transfusion. 2001

maAPC (fjpLl) = SEM

Cumulative number of donations during study period (1994-1988)




MVRBC

* 54 hospitals in IA, IL, WI, MO
e ~130,000 RBCs 2007

e ~ 13,000 apheresis platelets 2007
» 6 fixed-site plateletpheresis centers plus
mobile apheresis
* 5 hours from main center to furthest
] doc
* Fenwal Amicus®

e« Gambro Trima®
e >100 24 karat donors (24K)



Frequency of plateletpheresis 2004: MVRBC
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A restriction to 24 components/yr
200 would have reduced collections
by 12.5% (minimally) based on
150 1.47 products/procedure
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MVRBC 24K* (n=60) donors: 2005

Davenport, IA fixed site

Total platelets 2439 _
(20% of total collections)
Platelets/donation 1.7
Platelets per
donor in 2005 40.7
Platelets lost per
donor with 24 limit 16.7

Platelets lost with

a4 imit.  41% or 1000 platelets

*24 apheresis donations in calendar 2005



Approx. replacement donors needed

at MVRBC with 24 product limitation
(modeled from 2004 and 2005 data)

Freq. in Ave. Prod/ Prod lost
2004 N don/yr donation Total prod @ 24/year

<16 797 4.4 1.47 | 5153 0
>16 142 | 22.4 1.7 | 5407 | 1999

To replace 1999 products from >16 time donors with
products from <16 time donors requires approximately 1999
products+1.47 products/donation+4.4 donations/year or 309

new donors. Assumes no increase frequency among current
donors. This is ~33% of the current donor base




>24 component donors (n=3,896).
ARC 2004 (6 regions)

Total products 129,290
Products per donation 1.8
Products per donor 33.2
Products per donor lost 92
with 24 component limit '

Products lost with 24 28% or
product limit 35,786 units

Data from Anne Eder MD. ARC



2005 precounts in 60 MVRBC 24K donors

Donations
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MVRBC 24K Donors

Male 254 + 48
Female 289 + 73

Community (healthy?*)
Male 226 + 49
Female 260 + 60

J. Consamus MD,
QC Metro Labs
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*Used to establish normal range of new instrument in commercial lab



2005 precounts in 60 MVRBC 24K donors

None of these donors were deferred (even
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Precounts for 2005 and 15t 3 (ever) donations
(1997-2003, n=31) in 60 MVRBC 24K donors
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Precounts in 20 frequent FBS donors from 2005
(donation “0” 4/97-1/05 baseline)
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Data provided by G. Leparc MD
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Platelet precount (thousand)
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Precount v. products made
60 24K MVRBC donors in 2005
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Platelets before/after multiple products

Are postcounts useful??
500

105 index don. 11/29-12/08/05
87 F/U don. 12/13-12/28/05

400 Source:  G. McPherson.
Hemacare Inc.
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Precount vs. Interdonation interval
MVRBC 24K donors 2005
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There Is no reason to specify interdonation

Intervals according to components produced
60 MVRBC 24K donors 2005
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Plasma volume losses

“...(V)olume (excluding anticoagulant) collected
from a donor during a 12-month period should
not exceed:

12 liters (12,000 mL) for donors weighing 110-175 lbs

14.4 liters (14,400 mL) for donors weighing more than
175 Ibs”

 There is concern about the impact of high
volume plasma removal on plasma protein
concentrations

Collection facilities will commit to provide FDA
data on total protein and albumin levels In
frequent donors If this Is requested



Total protein and albumin unaffected by
frequent plateletpheresis
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Conclusions

Platelet homeostasis works
No need to restrict components collected

No need to restrict interdonation intervals
according to the number of products
oroduced

Platelet post-counts are not needed to
protect donors

Plasma volume restrictions will not enhance
safety compared to whole blood donors
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