
0 
Community Blood Center of the Ozarks 

0 
2230 S. Glenstone, Springfield, MO 65804 

Phone: (4 17) 227-5000 FAX: (417) 227-5415 
thomsd@,cbco.org 

January 16,2006 

Division of Dockets Management (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

Dear Dr. Orton & Dr. Vostal, 
RE: Docket NO. 2005D-0330 

The Community Blood Center of the Ozarks (CBCO) is a non-profit community blood center 
providing blood products to thirty-six hospitals in thirty-eight counties in southwest Missouri, 
northwest Arkansas and southeast Kansas. 

We appreciate the opportunity to submit comments and data on the Draft Guidance for Industry 
and FDA Review StaA, Collection of Platelets by Automated Methods. 

Like you, our priorities are the safety of our donors and the quality of the products we release for 
transfusion. If the referenced guidance is implemented in its’ current form, we are concerned that 
it will have unnecessary affects on the availability of platelets for transfusion and will not 
enhance donor safety. 

CBCO has been collecting Platelets Pheresis since 1995. We have been using one Apheresis 
collection technology (Gambro Trima Accel) since 3-12-2004. Our 10 years of data also includes 
collections using Baxter CS 3000, Baxter Amicus and Cobe (Gambro) Spectra instruments. 
CBCO has collected 3’7,832 Platelets Pheresis in the past 10 years. 

Our comments to the draft guidance are divided into two sections; the first section addresses the 
draft guidance (pages 2-7) and the second section is our Apheresis Donor Study (pages 8-2 1) for 
your review and consideration. Thank you for the opportunity to comments on this guidance and 
also for allowing the delay in our submission. 

Executive Director 
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Community Blood Center of the Ozarks 
2230 S. Glenstone, Springfield, MO 65804 

Phone: (4 17) 227-5000 FAX: (4 17) 227-54 I 5 
t&.alsd:iilcbco.org 

Apheresis Donor Study 

I. Reason for study: 

l The changes to criteria for collection of plateletpheresis in the FDA Draft 
Guidance limiting the number of products that can be donated per year indicate a 
concern for the safety of donors with high frequency and multiple product 
donations. 

l The draft guideline referenced a study published in Transfusion (Guidance 
Reference 2 1) that found a decrease in platelet counts of individuals 
undergoing serial plateletpheresis donations. 

l Discussions with individuals involved in evaluation of the draft guidance also 
indicated that FDA would like to receive data of donor counts from blood centers. 

l We evaluated changes to platelet counts of our high frequency plateletpheresis 
donors as a comparison to the Transfusion study. 

l We wanted to provide FDA with data to support our comments regarding the 
criteria changes in the draft guidance. 

Il. Donors studied: 

A. High frequeucy database: 

l All active donors with 100 or more product donations in our donor recognition 
database. 

Note: The actual number of products donated by these donors ranged from 
96 to 397. Donation dates ranged from September 1995 to December 
2005. 

l All donors that donated triple plateletpheresis products during 2005 (a total of 
13 donors). 

Page 8 of 21 



Community Blood Center of the Ozarks 
2230 S. Glenstone, Springfield, MO 65804 

Phone: (4 17) 227-5000 FAX: (4 17) 227-54 I 5 
~lSdh!Cbqm~ 

B. Low platelet count and white blood cell count database: 

l All donors in the current computer system with donation records indicating 
platelet and white blood cell counts outside our acceptable ranges. This 
included all donations from June 2002 to December 2005. 

l A total of385 donors were identified. These included white blood cell and 
platelet counts of pre and post-donation donor blood samples. 

l Collection of post donation blood samples was discontinued in December 
2003. In 2004 & 2005 all counts performed were from pre-donation samples. 

III. Method of study: 

A. Computer and paper records were retrieved of donors in the study groups. 

B. For each donation, of each donor, the donation date, platelet and white blood cell 
counts were entered into a Microsoft Access database. 

C. The difference in the donor’s first platelet count and last platelet count in the 
database was calculated to determine change in platelet count. 

D. Donors were grouped into various categories (see charts of individual studies for 
categories) and a mean change in platelet count was calculated for the donor 
groups. 

l The Transfusion report included mean changes to donor’s platelet counts 
based on the number of procedures performed. We also determined changes 
based on the total number of platelet products donated. 

Page 9 of 21 



Community Blood Center of the Ozarks 
2230 S. Glenstone, Springfield, MO 65804 

Phone: (417) 227-5000 FAX: (417) 227-54 15 
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IV: Study results, bigh frequency donors: 

Donor Database: 

l All active donors with 100 or more product donations in our donor 
recognition database. The actual number of products donated by these 
donors ranged from 96 to 397. Donation dates ranged from 09/l 995 to 
12/2005. 

0 All donors that donated triple plateletpheresis products during 2005 (a 
total of 13 donors). 

A. Mean Change in Platelet Count per Number of Products Donated 

We studied the mean change to donor’s platelet counts as a function of the total 
number of prloducts donated over the 1 O-year time period. 

The range of products donated per donor in this group was 96 to 397. 

Donors were grouped based on the total number of platelet products donated by 
the following categories: 

90-140,141-191,192-242,243-293,294-344&344-400. 

Only one category (consisting of one donor) showed a decrease in count. 

Mean Change to Platelet Count by # of Products 

q Value 01 

7,” -.- 

90 - 140 
t ‘Change, ~-9 

# of Products 

Page 10 of21 



Community Blood Center of the Ozarks 
2230 S. Glenstone, Springfield, MO 65804 

Phone: (4 17) 227-5000 FAX: (417) 227-5415 
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B. Mean Change to Platelet Count per number of procedures 

We studied the mean change to platelet counts as a function of the total number of 
procedures performed. 

The range of procedures was 2 to 2 15. Donors with a low number of procedures 
were triple plateletpheresis donors. 

Donors were grouped based on the total number of procedures performed and 
included all donors in the high frequency database as well as all donors that have 
donated triple plateletpheresis products. Total procedures were grouped in the 
following categories: 

0- 50,51 -- 100, 101 - 150,151-200,201-250. 

In all categories the mean change to platelet count was an increase. This is in 
comparison to the Transfusion study result of a decrease in all categories of 
donation frequency. 

Mean Change by # of Procedures 

101-150 

# of Procedures 

151-200 201-250 
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Community Blood Center of the Ozarks 
2230 S. Glenstone, Springfield, MO 65804 

Phone: (4 17) 227-5000 FAX: (417) 227-5415 
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C. Mean Change to Platelet Count per Type of Procedure 

We studied the mean change in platelet counts as a function of procedures by the 
percentage of single product procedures compared to the percentage of multiple 
product procedures. 

The total number of procedures ranged from 2 to 2 15. 
a The range of %, per donor, of procedures with single platelet product 

procedures was from 0 to 99%. 
0 The range of %, per donor, of procedures with double or triple product 

procedures was from 0 to 99% 

In all categories there was a mean increase in platelet counts. 
l The category with the greatest change in donor’s counts was the group 

with approximately half of the total procedures single product donations 
and half of their procedures multiple product donations. 

l The mean change is similar when comparing the change to platelet counts 
of donors donating primarily single products vs. the mean change of 
donors donating primarily multiple products. 

60 

Mean Change Single Product Procedures vs. Multiple Product Procedures 

0% - 20% 21%-40% 41%-60% 61%-80% 81%-100% 

% of Procedures 
~~ -- 

‘0 Single 
~ q Multiple 
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Community Blood Center of the Ozarks 
2230 S. Glenstone, Springfield, MO 65804 

Phone: (417)227-5000 FAX: (417) 227-5415 
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D. Mean Change to Platelet Count by Age and Gender 

We studied the mean change to platelet counts as a function of donor gender and 
age. 

In all but four categories there was a mean increase in platelet count. There does 
not appear to be any particular correlation to mean change based on gender or 
age. 

Note: Numbers on the graph in orange are the number of donors in the 
group. 

Mean Changes by Age and Gender 

loo 1 --~I~- --------- -------- a7 

80 

60 

40 

20 

0 

-20 

-40 L..__.----- 
I~- 0 -50 , 51-100 -rIOI-150 _ ( 

I_. 
151-200 201-250 ' 

ElMale ! 30 32 23 I 18 ~ 87 I 
t 

@IMale< 1 -11 ; 51 15 0 0 

OFemaie >5Cl 0 -6 9 -15 0 

q !Femal~<50. -11 
I 

37 I omm 25 0 
#of Procedures 
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Community Blood Center of the Ozarks 
2230 S. Glenstone, Springfield, MO 65804 

Phone: (4 17) 227-5000 FAX: (417) 227-5415 
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E. Change in counts of donors donating triple plateletpheresis products 

1. We studied the mean change of donors that have donated triple 
plateletpheresis. 

This group included a total of 13 donors; all triple procedures occurred in 
2005. 

l The total # of procedures in the group, per donor, ranged from 2 to 130. 
l The data included all the donor’s procedures in 10 years. 

In all groups the mean change was an increase in platelet count. 

Mean Change byb of Procedures I Triple Product Donors 

0 - 50 51- 100 101 - 150 ~ 

#of Procedures 
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Community Blood Center of the Ozarks 
2230 S. Glenstone, Springfield, MO 65804 

Phone: (417) 227-5000 FAX: (417) 227-5415 
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2. We studied the mean platelet count change of donors, with more than one 
triple donation, during 2005. 

We studied two groups; donors with more than 24 products donated during the 
year and donors with 24 or fewer products donated during the year. 

The mean change to platelet counts of both groups was an increase. 

Triple Donors, 2005 study 

-.--.---- .l-__-l.l-_.l -., r :43 

> 24 products 5 24 products 

a Average # of Products 
I 

0 Average Change I, 

! 
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Community Blood Center of the Ozarks 
2230 S. Glenstone, Springfield, MO 65804 

Phone: (4 17) 227-5000 FAX: (417) 227-54 15 
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V. Study Results of Donors with Platelet and White Blood Cell Counts Outside 
Defined Criteria 

Donor Database 

l All donors in the current computer system from June 2002 to December 2005 
with donation records flagged for platelet and white blood cell counts outside our 
acceptable ranges. 

o Acceptable range for platelet counts is 15 1,000 - *600,000. 
o Acceptable range for white blood cell counts is “3.5 X lo3 - * 12 X 1 03. 

* Criteria determined by Medical Director. 

l A total of 385 donors were identified with white blood cell and/or platelet counts 
outside acceptable range. 

l Collection of post procedure blood samples was discontinued in December 2003. 
During 2004 tk 2005 all blood samples were pre-procedure. 

Note: SOP requires discontinuation of the procedure and/or contact with the 
Medical Director when donor counts are outside defined criteria. 
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Community Blood Center of the Ozarks 
2230 S. Glenstone, Springfield, MO 65804 

Phone: (4 17) 227-5000 FAX: (417) 227-5415 
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A. Number of donors with pre or post-procedure platelet counts < 151,000 

We studied the total number of donors with pre and post procedure platelet counts 
< 15 1,000 and the number of these donors that presented for only one 
plateletpheresis procedure. 

l 367 donors had either a pre or post-procedure platelet count less than 
15 1,000. 

l Of those, 3 14 donors (86%) had only post-procedure counts < 15 1 .,OOO. In 
this group all pre-counts were greater than 15 1,000 at all procedures. 

l 54 of the 367 donors had only one plateletpheresis procedure. 

Total #s of Donors: 
Platekt Count c 151,000 

s 400 367 -. 

i 
300 
200 

z 100 I 

(,’ 

# 
0 

Pre or Post Count Only Post Count 1 Donation Only 
< 151 < 151 

Donor Groups With: I 
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Community Blood Center of the Ozarks 
2230 S. Glenstone, Springfield, MO 65804 

Phone: (4 17) 227-5000 FAX: (4 17) 227-54 15 
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B. Occurrences of pre-procedure platelet count < 151,000 

We studied donors with pre-procedure platelet counts of < 15 1,000. We counted 
the frequency of occurrence and the average number of total plateletpheresis 
procedures. 

We studied the number of times donors had multiple pre-counts less than 15 1,000. 

53 donors had pre-procedure platelet counts less than 15 1,000. 

l 43 donors had one occurrence of a pre-procedure platelet count less than 
151,000. 

o Of these 43 donors, 12 did not return. 

l 10 donors had 2 to 8 occurrences of pre-procedure platelet counts less than 
15 1,000. The average # of plateletpheresis procedures of these 10 donors 
is 51. 

# of Platelet Pre-Counts < 151,000 

One Two Three Fiw Eight 

# of occurrences 
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Community Blood Center of the Ozarks 
22.30 S. Glenstone, Springfield, MO 65804 
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C. Average platelet count of low platelet count donors 

We studied the mean pre-procedure and post-procedure platelet counts of donors 
with any platelet count less than 15 1,000. 

The range of mean pre-count for this group was 200,000 - 26 1,000 and the mean 
post-count for this group ranged from 150,000 - 184,000. 

Donors with any Platelet Count < 151,000: 
Mean Donor Precounts 

E 250 

z o^ 200 

gs 150 
s! 5 IOO- 

~ 2 
P 50 

0 
1 to2 3to10 11 to25 26to75 76tolOO 101 + 

# of total procedures 

Donors with any Platelet Count < 151,000: 
Mean Donor Post Counts 

1 to2 3to10 11 to25 26to75 76to 100 lOl+ 

#of total procedures I 
! 
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D. Occurrences of WBC counts outside defined criteria 

We studied over 11,000 procedures to identify how often donor pre or post- 
procedure WBC counts were outside our defined criteria (3.5 X lo3 - 12.0 X 103). 

l There were a total of 156 occurrences of pre-procedure WBC counts < 3.5. 
The total number of donors represented in this group was 47. 

o Of the 47 donors 26 presented for apheresis donation only one 
time. 

, 

Number of Pre & Post-Procedure 
WBC Counts < 3.5 or > 12.0 

150 
3 0 125 
: t 100 

3 : 75 

5 50 

* 25 

0 
Pre < 3.5 Post < 3.5 Pre > 12.0 Post > 12.0 
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Community Blood Center of the Ozarks 
22.30 S. Glenstone, Springfield, MO 65804 

Phone: (4 17) 227-5000 FAX: (417) 227-5415 
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E. Mean Change to donor WBC counts 

We studied all donors in the database to determine a mean change in WBC count 
as a function of the number of procedures. 

A small decrease in count was noted in all groups but one. The majority of 
donors had a mean decrease of 0.25 X 10”. 

The range of decrease was 0.25 X lo3 - 0.4 X 103. 

0.20 

0.10 

0.00 

-0 IO 

-0.20 

-0.30 

-0 40 

Mean WBC Change by donations, Pre-Procedure Counts 

-0 50 L-- 
0 to50 51 to 100 101 to 150 ~ 151 to200 -1~~~ to250 : 201 >250 ~ 

l+ Average C@qe 1 
~.~-~ ~~ 

---+~ -0 25 , -0.28 -0.37 0 21 -0.10 -0.40 ~ 
# of Procedures 
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