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Food and Drug Administration

Baltimore District Office
Central Region

6000 Metro Drive, Suite 101
Baltimore, MD 21215
Telephone: (410) 779-5454
FAX: (410) 779-5707

November 15, 2006

CONSENT DECREE CORRESPONDENCE

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

Mr. John F. McGuire

Interim President and CEO
and Executive Vice President

Biomedical Services

American National Red Cross

2025 E Street, N.W.

Washington, D.C. 20006

RE:  United States v. American National Red Cross, Civil Action No. 93-0949 (JGP)
Dear Mr. McGuire:

The Food and Drug Administration (FDA) issued an Adverse Determination Letter (ADL) to the
American Red Cross (ARC) on September 7, 2006, assessing penalties pursuant to Paragraph X of the
Amended Consent Decree of Permanent Injunction (Decree) entered on April 15, 2003. In accordance
with Paragraph IX.A. of the Decree, ARC notified FDA by letter dated September 27, 2006, that it
agrees with the September 7, 2006 ADL, except for assessment of penalties imposed for certain events
involving the distribution of unsuitable blood or blood components. ARC requested that FDA
reconsider “the per unit amount of fines imposed for certain recall events...because these events are for
the same issues, and occurred during the same time periods, as events for which FDA assessed lower
fines in the May 16, 2005, ADL.” ' In addition, ARC suggested that certain events were improperly
included because 1) the unsuitable blood component was distributed prior to entry of the Decree on
April 15, 2003; and 2) the release of the unsuitable blood components occurred without any fault by
ARC.

After reevaluating FDA records related to each of the events identified by ARC in its
September 27, 2006 letter and considering the factors set forth in Paragraph X.A.2. of the Decree, FDA
has determined as follows:

' The penalty provision described in Paragraph X of the Decree relates to ARC’s distribution of unsuitable blood or blood
components for which FDA determines that the release was preventable by ARC. Although the distribution of unsuitable
blood components in this instance is related to voluntary recall actions conducted by ARC, the penalties are not imposed for
recall events but for the number of unsuitable blood components distributed by ARC.
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1. Apheresis Prime Time Issue (Bates page 057447): FDA agrees that this event is similar to
other events that were subject to a lower fine in the May 16, 2005 letter. Therefore, FDA agrees to
reduce the total penalty amount for the distribution of unsuitable blood components related to recall
numbers B-1531-5, B-1532-5 and B-1533-5 from $400,000 to $200,000 ($2,000 for each of 100 blood
components). This event occurred in the Penn-Jersey Region and relates to ARC’s failure to update the
written procedures for the Baxter Amicus Separator at the time the operator’s manual was updated by
the manufacturer. The event involved the distribution of 1,976 Platelets Pheresis Leukocytes Reduced
blood components; 736 Platelets Pheresis Leukocytes Reduced Irradiated blood components; and 1,635
Fresh Frozen Plasma blood components.

2. Penn-Jersey Region BPDR Number 2004-022-0725703 Related to Recall Numbers 1542-5
and B-1543-5 (Bates page 047449): FDA agrees to remove from the September 7, 2006 ADL the
blood components associated with this deviation report. FDA has discovered that it incorrectly included
this event in the ADL. Instead, BPDR number 2005-022-0839888 (associated with recall number B-
1637-5) and the resulting $5,000 penalty should have been included in the ADL. That event occurred in
the Penn-Jersey Region and involved ARC’s failure to quarantine components after receiving post
donation information. As a result of that failure to control suspect blood components, one Fresh Frozen
Plasma was distributed March 17, 2005, resulting in a $5,000 penalty which is $5,000 less than the
original $10,000 penalty.

3. Malaria (Bates page 057448 and 057460): FDA does not agree to reduce the penalty amounts
assessed for the distribution of unsuitable blood components related to donor screening for malarial risk
areas, as listed on Bates page 057460 of ARC’s September 27, 2006 letter (recall numbers B-2381-5, B-
0078-6, B-0715-6, B-2382-5, B-2380-5, B-0887-6, B-0716-6, B-2384-5, B-1407-5, B-1426-5, B-0479-
6, B-0480-6, B-1424-5, B-0519-6, B-0445-6, B-0277-6, B-1910-5, B-1045-5, B-0672-6, B-1176-6).
FDA'’s decision is based on the second factor set forth in Paragraph X.A.2. because of the “ARC's trends
with respect to the same or similar events involving the release of unsuitable products.” FDA'’s
evaluation of its records indicates ARC has continued to report a significant number of similar events.
Therefore, the penalty amount will remain at $4,000 per blood component.

Additionally, ARC noted that the distribution of an unsuitable Red Blood Cells Leukocytes Reduced
blood component by the Southern California Region (associated with recall number B-0277-6) should
not have been included in the September 7, 2006 ADL, because it was collected prior to entry of the
amended Decree on April 15, 2003. FDA agrees to remove one Red Blood Cells Leukocytes Reduced
blood component from the event related to recall number B-0277-6. The total penalty amount for this
event will be changed from $8,000 to $4,000.

4. Southern Region Biological Product Deviation Report (BPDR) Number 2004-003-0591717
Related to Recall Number B-0895-6 (Bates page 057448): FDA agrees to remove from the ADL the
three Plasma, Frozen blood components associated with recall number B-0895-6 (Southern Region)
because those blood components were distributed before ARC discovered clots in the associated Red
Blood Cells. Removing these blood components will reduce the total penalty by $15,000.

S. Obsolete Creutzfeldt Jakob Disease (CJD) Donor Information Sheet (Bates page 057447-
057448): FDA does not agree to reduce the penalty amounts assessed for the distribution of unsuitable
blood components related to recall numbers B-1114/1115/1116/1118/1119/1120-5 and B-0311 through
0321-6. These events relate to the use of an obsolete CJD donor information sheet in the Indiana-Ohio
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and the Greater Alleghenies Regions. FDA'’s decision is based on the first factor set forth in Paragraph
X.A.2 of the Decree because of the “potential effect of the event on the public health, e.g., the number
and seriousness of exposures.” Although FDA assessed a lower penalty amount for similar events listed
in the May 16, 2005 ADL, these additional events indicate that the use of the obsolete donor information
sheet presented a greater potential effect on public health, given the number of additional exposures.
Therefore, the total penalty amount will remain at $400,000 for each event ($4,000 for each of 100
blood components.)

6. Additional Modifications: FDA is also modifying the September 7, 2006 ADL as follows:

A. FDA is removing the Fresh Frozen Plasma blood component distributed by the Southeastern
Michigan Region and associated with BPDR number 2004-013-0514574 (recall number B-
1456-5) because FDA discovered during its reevaluation that the distribution of this
component represents a minor violation or no violation of the laws administered by the FDA,
and should have been classified as a market withdrawal. Therefore, the total penalty amount
for this event has been changed from $12,000 to $8,000.

B. FDA is removing the event associated with recall number B-0819-5, which occurred in the
Penn-Jersey Region, because FDA discovered during its reevaluation that ARC’s actions
related to this event represents a minor violation or no violation of the laws administered by
the FDA, and should have been classified as a market withdrawal. Removing this event will
reduce the total penalty by $15,000.

Based on these decisions and in accordance with Paragraph IX.B. of the Decree, FDA is modifying the
September 7, 2006 ADL by reference to this letter as follows:

1. FDA reviewed its database and files to identify events associated with ARC’s distribution of
unsuitable blood or blood components. FDA identified 163 events in which ARC reported to
FDA that they retrieved unsuitable blood components that were distributed during the period
April 15, 2003 through April 15, 2005.

2. The 163 events involved 12,222 unsuitable blood components.

3. The total number of unsuitable blood components for which FDA is assessing a penalty
under paragraph X.A.2. of the Decree 1s 1072.

4. FDA has revised the $4,224,000 amount of the penalty to reflect the changes noted above.
The new total penalty amount is $3,981,000.

Paragraph IX.B. of the Decree states, “If FDA affirms or modifies its determination, ARC shall, within
15 days of receipt thereof, either: (1) advise FDA in writing that it does not wish to appeal FDA’s
determination, pay the penalties assessed and accrued under paragraph IX.A. above, and submit a plan
and, when applicable, interim plan describing how and within what time frames ARC proposes to come
into compliance with the law and this Order, or (2) appeal FDA’s determination to this Court.”

This letter also acknowledges receipt of ARC’s interim compliance plan which was included in its
September 27, 2006 letter. The interim plan is under review by FDA.
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Your response to this letter must be submitted to me at the Food and Drug Administration, Baltimore
District Office, 6000 Metro Drive, Suite 101, Baltimore, Maryland 21215, with a copy to Jesse
Goodman, M.D., M.P.H., Director, Center for Biologics Evaluation and Research, 1401 Rockville Pike,
Rockville, Maryland 20852.

Sincerely,

Evelyn Bonnin
Director, Baltimore District

Attachment

cc: C. William Cherry
Senior Vice President for Quality
and Regulatory Affairs
American National Red Cross
2025 E Street, N.-W.
Washington, D.C. 20006

Mary Elcano

General Counsel

American National Red Cross
2025 E Street, N.-W.
Washington, D.C. 20006

Bonnie McElveen-Hunter
Chairman, Board of Governors
American National Red Cross
2025 E Street, N.W.
Washington, D.C. 20006
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