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C DEPARTMENT OF HEALTH AND HUMAN SERVICES

HEAL,
.;“ of Th o

.,} Food and Drug Administration
‘g Cincinnati District Office
Central Region

6751 Steger Drive

Cincinnati, OH 45237-3097
Telephone: (513) 679-2700

April 1, 2011

Mr. Edward Feigen
AFLCIO

815 Sixteenth Street N.W.
Washington, DC 20008

Reference No: F11-1526
Dear Mr. Feigen:

In response to your request for records from the Food and Drug Administration pursuant
to the Freedom of Information Act, we are enclosing the followmg 483 dated 9/23/10
for American Red Cross in Cleveland Ohio.

In order to help reduce processing time and costs, certain material may have been deleted
from the records furnished to you because a prehmmar review of the records indicated
that the deleted information is not required to be publicly disclosed. If, however, you
desire to review the deleted material, please make an addifional request to the following
address: Food and Drug Administration, Freedom of Information Staff, HFI-35, 5600
Fishers Lane, Rockv %3 Maryland, 20857.  Should the Agency then deny this
information, you would have the rlght to appeal such denial. Any letter of denial will
explain how fo make this appeal.

The following charges may be included in a monthly invoice:
Reproduction: $0.30 Search: $4.25 Review: $4.25 TOTAL: $8.80

The above total may not reflect final charges for this request. Please do not send
payment unless you receive an invoice for the total monthly fee.

Sincerely yours,
—

if;’{{;;géiﬁ ; /2/ g@f gyééé.{f 2ild

Toniette K. Wi lhams
Director Compliance Branch
Cincinnati District

Enclosures
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American Red Cross Blood Services 3747 EBuclid Ave
CHTY, 3TATE. 2 CODE COUNTRY TYPE ESTABLISHMENT INSPECTED
Cleveland, OH 44115-2501 American National Red Cross

This document lists observations made by the FDA representative(s) during the inspection of your facility. They are inspectional
observations, and do not represent a final Agency determination regarding your compliance. If you have an objection regarding an
observation, or have implemented, or plan to implement, corrective action in response to an observation, you may discuss the objection or
action with the FDA representative(s) during the inspection or submit this information to FDA at the address above, If you have any
questions, please contact FDA at the phone number and address above.

DURING AN INSPECTION OF YOUR FIRM | OBSERVED:

OBSERVATION 1

Records are not concurrently maintained with the performance of cach significant step in the storage of each unit of blood
and blood components so that all steps can be clearly traced.

Specifically,
Specifically, on April 6, 2009, staff performed the Weekly Inventory Reconciliation; however, staff documented that the

inventory was invalid because the record was not verified by a second person. Staff then completed the Weekly Inventory
Reconciliation on April 7, 2009. The record that was generated on April 6, 2009 was discarded.

OBSERVATION 2

Written standard operating procedures including all steps to be followed 1n the collection, processing, and storage of blood
and blood components for homologous transfusion are not always followed.

Specifically,

1. Failure to follow Job Aid 15.4.ja037, Short Loss of Consciousness. This Job Aid requires staff to handle all reactions
where the donor has seizures or convulsions or loss of bladder or bowe! control as a long loss of consciousness 1o ensure
follow-up (15.4.ja038).

a. A donor donated on 2/9/2009 (case # C20090210151602w) and had a loss consciousness for less than a minute 3 times
during donation. The donor also lost bladder control. Staff documented the reaction as a Major Other (XO) and a
Prolonged Recovery (XP). The donor was not treated as a Long Loss Of Consciousness (XF).

b. On 4/22/10, the donor had a Loss of Consciousness with a loss of bladder control (case # C201004232304674); however,
the Final Complication Code in the Medical Director Review and Recommendation section was documented as Large
Hematoma (XH}). The code should be documented as & Long Loss of Conscicusness (XF).

§ EMPLOYE SHGNATURE LA TE ISEUED

SEE REVERSE ;z\?ancy L. Neiger, Investigator
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2. Failure to follow Work Instruction 15.3.56, Final Donor Complication Quality Review. This Work lustruction requires
qualiry staff to perform a final review of donor complication cases to ensure all required steps have been taken to complete
and document a donor complication investigation.

The following Donor Reaction and Injury Records were missing the Final Quality Review:

Case # C20100211180807a dated 2/9/10
Case # C2010021 1 184807a dated 2/4/10
Case # C20100413223107a dated 4/8/10
Case # C20100423225107a dated 4/21/10
Case # C20100423215007a dated 4/21/10
Case # C20100423225807a dated 4/22/10

3. Failure to follow Form Instruction: Donor Reaction and Injury Record procedure 15.4.frm015 and Work Instruction:
Documenting Donor Complications 15.3.045. The Work Instruction and Form Instructions require a supervisor/designee
review to ensure the donor complication was properly treated.

Ihe firm received a call back from a donor on 2/13/09 (case # C20090213210703a). Sections 1-5 were conpleted on
/13/09; however the Pollow-up Contact attempts were not made until 3/1/09, 10/16/09 and 10/18/09. The Supervisor
1‘<:view was not completed until 10/13/09 and the Medical Director review was performed on 10/22/09 and Final Quality

review was completed on 10/23/09.

4. Failure to follow Job Aid: Guidelines for Self-Detected Problems, 10.4.ja032. The Job Aid states that a self-detected
problem is detected by the person that caused the problem and is detected on the same date or shift of occurrence,

On 2/10/09, staft] received a call back from a donor. During the mitial call on 2/10/09, the donor's reaction was
documented as a bruising/discoloration of the right arm more than 2x2 inches. Hives/itchy skin were also documented.
Attempts were made (o contact the donor regarding the reaction. Staff " Jocumented contact with a relative of the donor
on 2/25/09 and the Medical Director documented the Final (“Omphcatlon Codes as Prolonged Recovery (XP) and Large
Hematoma (XH). The Medical Director signed off on the review on 5/4/09.

On 5/2/G9 staff ‘made the following changes on the DRIR: changed the reaction codes from Prolonged Recovery 1o
Large Hematoma (section 3); crossed out the comment made by sta on the Follow-up Contact information (section 73,
and changed the Final Complication Codes (section 9} made by the Medical Director. An exception report was not
imitiated/completed for these changes and no reason was given for the corrections,

5. Failure to follow firm's procedure for completing the Hospital Services Wee i} Inventory Reconciliation Checklist is to

be completed by the person performing the reconciliation and by the person verifying the mmmm{zun,
& 3 g
EMPLOYEE(S) SIGNATURE - [ RATEISSED
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TO: David H. Plate, President/CEO
FIREA NAME STREET ADDRESS
American Red Cross Blood Servicesg 3747 Euclid Ave
CITY, STATE, 2P CODE, COUNTRY TYPE ESTABLISHMENT INSPECTED
Cleveland, OH 44115-2501 American National Red Cross

On June 1, 2009, June 8, 2009 and June 22, 2009, staf{ as performing the second person verification for the Hospital
Services Weekly Inventory Reconciliation; however, stafff " initialed the "Performed By" column of the {lospital
Services Weekly Inventory Reconciliation Checklist and the Supervisor initialed the "Verified By" column of the checklist.
Staff that actually performed the inventory reconciliation did not initial the Hospital Services Weekly Inventory
Reconciliation Checklist

* DATES OF INSPECTION:
08/27/2010(Fri), 08/30/2010(Mon), 08/31/2010(Tuc), 09/01/2010(Wed), 09/03/2010(Fri), 09/14/2010(Tue), 09/] 6/2010(Thu),
09717/2010(Friy, 09/20/2010(Mon), 09/23/2010(Thu)
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