Transmission through blood transfusion can occur when blood components collected from a parasitemic donor are
transfused to a susceptible recipient. To date, transmission has been reported only with red blood celis (both fresh
and frozen) and platelets. According to the FDA, since 1979 over 80 cases of transfusion-associated babesiosis
have been reported in the US, the majority of which occurred during the past decade’. Currently, there is no
laboratory screening of the blood supply for evidence of infection with Babesia. Donors are deferred if they have a

_ fever at the time of donation or report a history of Babesia infection, but this practice alone is unable to prevent
asymptomatic individuals with low levels of parasitemia from serving as donors. :

Clinicians in NYC should consider transfusion—associated babesiosis in any patient presenting with unexplained
febrile illness and/or hemolytic anemia who received blood components or organ fransplantation in the preceding
three months. The incubation period for tick-associated babesiosis can range from 1 to 4 weeks; for transfusmn—
associated babesiosis, 2 1o 9 weeks.

Diagnosis can be made by identifying ring forms (which closely resemble Plasmodium falciparum) and tetrad
forms within red blood cells on a Giemsa or Wright stained blood smear. Babesia polymerase chain reaction (PCR)
and serologic tests are available commercially to assist with the diagnosis. Confirmnatory testing, including review
of blood smears and submission to NYS for PCR, if deemed necessary, is available through the NYC Public Health
Laboratory. A request form must be completed for specimen submissions. For more information, call the
Parasitology Laboratory at (212) 447-2972 during business hours. Forms can be found online at

http:/ferww nye.gov/hitml/doh/htimni/abs/labs forms shtml .

Treatment is generally not recommended for asymptomatic or mild self-limiting infections. For patients in whom

illness is more severe, combination drug therapy has been successful. While the combination of clindamycin and

quinine for 7 days was used historically, side effects including tinnitus and gastroenteritis can be problematic.

More recently, the combination of atovaquone and azithromycin has been favored as this regimen is equally

effective and results in fewer side effects”. In rare-instances, an exchange transfusion may be indicated. For

additional information on treatment options, refer to the Medical Letter, Drugs for Parasitic Infections. See
htp/iwww dpd.cde. gov!dpdx/I-ITMUPDF Files/MedLetter/Babesiosis.pdf.

" Additional mformatmn is avazlable on the DOHMH website at: hitp/fwww.nye.sovhiml/doh/html/cd/cdbab. shtml
or the CDC website at: hitp://www.cde. govfnadod/dpdfgarasnes/babes:a!default hitm

Please call the Bureau of Communicable Disease at 212-788-9830 with any questions regarding testing, diagnosis,
reporting or management of suspected cases of babesiosis. Cases of transfusion-associated babesiosis must also be
reported to the NYSDOH Blood and Tissue Resources Program at 518-485-5341. A report must also be made to
your hospitals” transfusion service so they can notify the blood center that supplied the blood components,

Cases can be reported to the DOHMH by telephone (212-788-9830) or facsimile transmission (212-788-4268)
using the paper or electronic Universal Reporting form (URE). The URF and instructions can be abtained from
your hospital’s Infection Control Practitioner or downleaded from the DOHMH website at
http:/home2.nve.govihtml/dolvhtmlhep/hep-urf.shtml. Visit
httg:{Ihome2.ngc.govihtml!dohfhimlfhcgmcg.shtml to join NYC-MED in order to submit a URF online,

As always, we greatly appreciate your coopcrauon and collaborationin our efforts to detect, mvesngatc and prevent
infectious diseases in New York Clty

Sincerely,

Satly Stavnki, DVIX., WOH, ACVPX : ' e Fene, WD

Sally Slavinski, DVM, MPH, ACVPM, Assistant Director Annie Fine, MD, Medical Du'ector
Zoonotic, Infiuenza and Vectorborne Disease Unit (ZIV DU) ZIVDU

Bureau of Communicable Disease Bureau of Communicable Disease

{ Gubernot D et al. Babesia Infection through Blood Transfusions: Repoﬂs Received by the US Food and Drug Administration, 1997-2007. CID 20(9;48 (l
January):pps 25-30.
% Krause PI et al. Atovaquone and azithromycin for the treatment of babesiosis. NEIM 2000 Nov 16.343(20) 1454-8.
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Fatalities Reported to FDA Following Blood Collection and Transfusion

Annual Summary for Fiscal Year 2008

I Background

As previously mentioned in the annual summary of fatalities reported to the FDA in Fiscal Years
(FY) 2005, FY2006, and FY2007, the blood supply is safer today than at any time in history.
Due to advances in donor screening, improved viral marker tests, automated data systems, and
changes in transfusion medicine practices, the risks associated with blood transfusion continue to
decrease. Overall, the number of transfusion related fatalities reported to the FDA remains small-
in comparison to the total number of transfusions. In 2006 there were approximately 30 million
components transfused.! Diring the proximate period of FY2006, there were 73 reported
transfusion related and potentially transfusion related fatalities, with subsequent decreases to 63
in FY2007 and 54 in FY2008.

CBER is distributing this summary of transfusion fatality reports received by the FDA to make
public the data received in FY2008, to provide the combined data received over the last four
fiscal years, and to compare the FY2008 reports to the fatality reports received in FY2007,

. FY2006, and FY2005. We also include information on the infrequent reports of post-donation
fatalities. Throughout this report we note changes over time, but the reader should interpret these
changes cautiously, given the small numbers of reports and inherent variations in reporting
accuracy. The significance of shifts in numbers derived from small populations may appear to be
greater than they really are. :

Refer to Sections 606.170(b) and 640.73 of Title 21, Code of Federal Regulations

(21 CFR 606.170(b) and 21 CFR 640.73), for fatality reporting requirements. For information
regarding the notification process, see our web page, Notification Process for Transfusion
Related Fatalities and Donation Related Deaths, http.//www.fda.gov/cber/transfusion.htm. For
further information, see our Guidance for Industry Notifying FDA of Fatalities Related to
Blood Collection or Transfusion, September 2003.> A

A team of CBER medical officers reviews the documentation submitted by the reporting _
facilities and obtained by the FDA investigators, to assess the relationship, if any, between the
blood donation or transfusion and the reported fatality.

1 Whitaker BI, Green J, et al. The 2007 Nationwide Blood Collection and Utilization Survey Report, Washmgton
{DC): Departinent of Health and Human Services; 2008.

2 Guidance for Industry: Notifying FDA of Fatalities Related to Blood Collection or Transfusion, September 2003
http:/fwww.fda:.gov/cber/gdins/bldfatal htm.
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