RIEHRAE2—1

L9C

EXR | | No. 37
EESHE DTIREE AERE .
L&
. -3 —— : 1))
WAE S s BN WS H E—HAFE | HERRYORS | BHRLER
2004. 3. 11 AR
—BEET AlLRIRE . aaBB Weekly Report 28E
RELIE AR (PEREEL | BIREEOLRRR | 2004,10(8) 145, A=
B /MR (8 B AR
BRAE(ERE) | pmaimia 10k  (AAAEE | 2004.2.27
SR /MR HLA TRR)  (BAR+TH)

MERENT & A MERAIEEO—BE LT, M/ IMRMEIP OMBERER L RBICHETH7 2 ) VORETHS | ERLOERERRE
(aaBB) D1z 72 Eal (H522hK, 6. 1. 5. 1) 232004423 A 1 BIC RSN T 5, Z DB LRI, aaBBIZ & D2 EER R L HHER FOhB A WIAY

HRRICI\N T, =5 L MEBRIS AR 5 TR0 ERESNSA ., SR IREg) Larsh | BRELME THR)

5. = 5 L iR OB ARETE AT EY LA n 7 5720, & MIRRAR 2asBb0 B A i0s-12 (| o T TR
TERAT & BRI — & A 1 Y22 RN OIEE L 5. 1. 5. 1A BICEMT 5720 0 [/ MIMAIH OB RO | FEASED/ME HLA T B
BOERBHA XL A)) EBELTNSZ ENZE LY, 27 L, SIIKERMERITZ OHSART OREIE 72 ﬁg%g ;g;&:"\
WAEERE b 5T HOTIEANA, B3I ECHEFIEL E%T 5 BOICLBHETIAVILEBBLT | e SnREEn) 22

B RETHD,

YOk & IIE

HELEDOER SROXIE
MERENC & 5 MERRE L EO—BE LT, /MRS | BARTFRE, Sih g s~ oM B R AL % B
Heh D MEEIER & RSB T A7 A U A MIEBITHS | 89 & LIRARER RA Ltﬁiﬁér&l%%ﬂ%{m‘&i
(aaBB) DET- 72 kM8 (B 22 A, 5.1.5. DA 200443 A 1 B | REAZKRB L TWD, :

R B L OBRETHB,




268



4 : AABB WEEKLY REPORT February 27, 2004

also that FDA regards this SOP as a first and indispensable step to enable ARC to comply with
current good manufacturing practice. In the revised Problem Management SOP, ARC has
corrected some deficiencies in the previous SOP; however, the revised SOP falls significantly
shott of compliance with the decree.”

On Feb. 12, ARC posted a statement on its Web site saying it is reviewing the issues raised by -
FDA, and will develop an appropriate and timely response. “The Red Cross continues fo share
with FDA a steadfast commitment fo the safely and availability of the blood supply. We are
working diligently to review and implement satisfactory SOPs that will bring us to swift regulatory
compliance,” the organization stated.

“FDA has informed the Red Cross of its intention to assess fines. While full compliance is our
primary goal, the Red Cross has made provisions within our operating funds to cover the cost of
penalties. No monetary donations will be used to pay these penalties,” ARC added. “The mission
of the American Red Cross remains the same and the American public can contmue to rely on
the humanitarian services of the Red Cross.”

The Feb. 6 adverse determination letter can be viewed at
www.fda.gov/oralfrequentfietters/ARC_ADLetler_2604.titml, and the consent decree is available
at www.fda.goviorafirequentietiers/ARC_Amended_Decree_1.html. 88

Bacterial Contamination Standard Effective
March 1

AABB's new standard related to bacterial reduction and detection (5.1.5.1) is effective as of
March 1. The National Office has received renewed queries about the use of diversion pouches
and whether accredited facilities will receive nonconformances if diversion pouches are not
implemented by the time of assessments that occur after March 1.

To clarify previous statements on the topic, AABB expects accredited facilities to begin
implementing diversion pouches as they become available. In the event that the supplier of a bag
does not have a diversion pouch available by March 1, accredited facilities will not receive a
nonconformance if they have a plan for the lmplementatlon of diversion pouches as they become
available.

AABB recently faxed and emailed to institutional
members flow charts that outline processes for
assessing compliance with the standard. The

flow charts also are available on the AABB Web If systems are not in place

site, www.aabb.org, under “Members and implemented at the time
AreafArchives/Accreditation/Accreditation of the assessment, a

Program Assessment Tools.” nonconformance will be cited. -

it is important to realize that the requirements are

defined by the standards, and the accreditation

process assesses a facility’s compliance with :
those requirements. If systems are not in place and implemented at the fime of the assessment, a
nonconformance will be cited. As with any other nonconformance, a facility must submit its
implementation or action plan that includes a reasonable timeline for implementation.

Facilities are encouraged to review AABB Association Bulletin #03-1 2‘,\“\Further Guidance on
Methods to Detect Bacterial Contamination of Platelet Components” to facilitate implementation
of Standard 5.1.5.1 of Standards for Blood Banks and Transfusion Services, 22nd edition.
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Facilities should keep in mind that suggesfions contained in the bullefin do not create new
accreditation requirements, nor are they intended to represent the only technical approaches or
investigatory algorithms that may be applied.

The bulletin, which was issued Oct. 1, 2003, is avaitable on the AABB Web site, www.aabb.org,
under “Members ArealArchives/Association Bullefins.” To obtain clarification of a standard, email
your question to fechnical@aabb.org, with your name, confact information and the specific
standard in question (identified by number, as well d@s name and edition of Standards). i |

Bush to Nominate McClellan to Head CMS ‘

President George Bush on Feb. 20 announced his intention to nominate Mark B. McClellan, MD,
PhD, to serve as administrator of the Centers for Medicare and Medicaid Services (CMS).
McClellan currently is commissioner of the Food and Drug Administration (FDA), a posthe has
held since November 2002.

“If McClellan wins confirmation by the Senate, as key senators of both paihes predicted he would,

the job will be the third senior health policy post he has occupied in the Bush administration,” the
. Washington Post reported.

McClellan has been a member of the White House Council of Economic Advisers, an associate
professor and director of the Program on Health Outcomes Research at Stanford University, Palo
Alto, Cdlif., and an attending physician for intemal medicine at Stanford Health Services.
McCiellan eamed a bachelor's degree from the University of Texas. He also holds a master's
degree from Harvard University, a medical degree from Harvard-MIT Division of Health Sciences

and Technology, and a doctorate from the Massachusetts Insfitute of Technology, all in
Cambridge, Mass. _

McCleltan became FDA commissioner after the position had been vacant for nearly two years.
For part of that time, acting commissioner Lester M. Crawford, DVM, led the agency. According to
the Post, the White House said that Crawford will resume his position as interim head of the
agency. Assuming the Senate confirms McClelian, it is possible that the head position at FDA
could remain vacant until after the November elections.

The Results are in ... U.S. Blood Banks Collected
1.2 Million Units in January

Many Regions Still Face Serious Shortages

Leaders of the U.S. blood banking community challenged alt eligible Americans fo give the “gift of
life” during the month of January as the kickoff to National Volunteer Blood Donor Month
{NVBDM) 2004. Blood facilities and donors across the country embraced the challenge and
successfully coliected the targeted 1.2 million units of blood during January 2004. AABB,
America's Blood Centers (ABC) and the American Red Cross (ARC) on Feb. 17 issued a
statement thanking those who helped meet the common goal. The organizations urged continued
donations o aid the many regions still experiencing supply shottages.

“We thank each American who has donated blood to help save a life,” said Health and Human
Services Secretary Tommy G. Thompson. “Yet, despite these efforts, we continue to face biood-
shortages in communities across the country. 1 encourage my fellow Americans to give the gift of
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