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Researchers Recommend Extended Antigen-Matching to
Reduce Alloimmunization in Chronically Transfused Patients
Chronically transfused patients are more likely than others to experience
alloimmunization, which can cause life-threatening hemolytic transfusion reactions and make finding compatible units problematic. Two recent studies support
prior work that suggests performing extended antigen-matching would reduce the
risk of alloimmunization in chronically transfused patients, despite disagreement
over the cost-effectiveness of this practice.
Results from the PROACTIVE Feasibility Study in sickle cell patients, published
in Transfusion this month, showed that alloimmunization rates remain high in
sickle cell patients despite extended antigen-matching in the participating hospitals, and the authors suggest that these patients received treatment at other
hospitals that do not perform extended matching. Also this month in Transfusion,
Arturo Pereira and colleagues show that alloimmunization occurred in 15 percent
of myelodysplastic syndrome (MDS) and chronic myelomonocytic leukemia
(CMML) patients at his hospital. Both studies suggest that extended matching
would benefit these patient groups in the absence of preventive measures and predictive indicators of alloimmunization.
Alloimmunization occurs when the transfusion recipient develops antibodies to
antigens expressed on the surface of red blood cells (RBCs) in the donor’s blood.
It is usually caused by pregnancy or by exposure to multiple transfusions between
incompletely matched donors and recipients. While the alloimmunization rate is
low in the general population – about 0.5 percent to 1.5 percent – it is far more
common in chronically transfused patients – occurring in about 8 to 36 percent in
sickle cell patients, depending on the specific patient population.
While antigen-matching protocols for sickle cell and other chronically transfused
patients have been associated with a reduction in alloimmunization, some experts
argue that prophylactic matching for non-alloimmunized patients may not be not
cost-effective, because the majority of patients do not develop antibodies.
Alloimmunization in Sickle Cell Patients. Researchers of the Sickle Cell Disease Clinical Research Network examined RBC alloimmunization among patients
enrolled in the PROACTIVE Feasibility Study. This randomized study evaluated
use of prophylactic transfusion for prevention of acute chest syndrome in sickle
cell patients at increased risk. Transfusion and antibody histories were obtained
(continued on page 3)
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OUR SPACE
Guest Columnist:
Kevin Land, MD, Senior Medical Director, Field Operations, Blood Systems
“Generals are Always Prepared to Fight the Last War”
I was a bit surprised to open Streetlights and Shadows: Searching for the Keys to Adaptive Decision Making, a
book by Gary Klein, and find a well-thought-out discussion of a conundrum that has been nagging me my
entire career: how do we optimally balance critical thinking, experience, and independent judgment with
standardized metrics, standard operating procedures (SOPs), checklists, and job aids? Within the highly regulated and structured environment that we live in today, it may be easy to conclude that SOPs, intensive
methodical data gathering, and articulated logic are the ways to achieve optimal safety. While they are incredibly important, especially within transfusion medicine, real-life decision making is messy and often no amount
of pre-planning or data gathering will eliminate all risk. Perhaps this is the lesson the precautionary principle
is really trying to tell us.
According to the author, real-life decision-making relies on both explicit and tacit knowledge. Explicit
knowledge is what is readily known: data, test results, and information that is readily codified. Much information within transfusion medicine falls into this category – for example, the Food and Drug Administration’s
layers of safety, guidelines and, rules and regulations on how to manufacture blood, and the quality control
testing necessary to release our blood components. Our blood is safe largely because we train our staff to treat
each donor, each donation, and each component in a safe and consistent manner.
Tacit knowledge, on the other hand, is experiential knowledge that cannot be readily transferred. It is gained
through experience. It is tacit knowledge that the seasoned neonatal intensive care unit nurse uses when she
starts looking for sources of respiratory distress in her patient, who has always been noisy until now. It is that
gut instinct that tells you something is wrong when you cannot articulate why, or that which encourages you to
continue a line of thinking that leads to a new idea or a discovery.
Using real-life extreme decision-makers, such as pilots, fire fighters, and nurses as examples, Mr. Klein walks
us through 10 common claims about ways to improve performance. He shows us that most decisions in the
real world are unreasonable – that it is not always possible to have a clear goal when starting a project, and
that we cannot always reduce uncertainty by gathering more information.
I recommend this surprisingly readable book as you think about how your blood center’s management team
will adapt to the evolution of healthcare.

– Kevin Land, MD

KLand@bloodsystems.org.
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Alloimmunization in Chronically Transfused Patients (continued from page 1)
for 237 patients at 31 participating centers and antibody screening was done to assess transfusion burden
and alloimmunization prevalence.
Despite 83 percent of responding sites reporting routine prophylactic antigen-matching to at least include
C, E, and K (the most commonly formed antibodies among these patients), 14.4 percent of patients developed alloimmunization – the majority developing antibodies against C, E, and K. These findings suggest
that patients may be receiving transfusions at other institutions that do not perform extended matching,
although it is also possible that the researchers used more sensitive alloantibody detection methods than
past studies, write the authors.
National Heart, Lung, and Blood Institute survey data suggest that while most sickle cell treatment centers perform extended matching for all sickle cell patients, there is no clear consensus regarding the
appropriate practice. Some centers treating smaller numbers of sickle cell patients may not match for specific antigens. Also, a 2003 survey showed that only a minority of blood banks phenotyped RBCs for
certain non-ABO antigens for transfusion given to sickle cell patients before immunization. These findings, along with the persistently high alloimmunization rate among sickle cell patients suggest that
antigen-matching “should be the standard of care for all patients with sickle cell disease who require
transfusion,” write the authors.
Alloimmunization in Myelodysplastic Syndrome or Chronic Myelomonocytic Leukemia. Patients
with MDSs, and CMML develop anemia and often require chronic transfusion support. The researchers
examined the transfusion and clinical records of 272 patients with MDS/CMML seen at the Hospital Clinic in Barcelona, Spain, from 1990 to 2009. They calculated the cumulative incidence of RBC
alloimmunization.
They found that 42 patients (15 percent) formed 81 alloantibodies, most commonly for Kell (26 cases), E
(19 cases), c (five cases), and Jka (five cases) antibody specificities. They also found that the cumulative
incidence of alloimmunization increased with the number of RBC transfusions. As with sickle cell disease, no other predictive indicators of alloimmunization were observed. The authors suggest that
transfusing these patients with extended antigen-matched blood, including Kell and CcEe antigens, would
reduce the RBC immunization rate. Since in 62 percent of the alloimmunization patients, all the antibodies they formed were against the Rh system or Kell, limited phenotype matching would have prevented
antibody formation in 62 percent of patients. They add that extending matching, including Fya and Jka
antigens, would have increased that figure to 74 percent.
Conclusions And Future Directions. In an accompanying editorial, Angela Tremi, MD, and Karen E.
King, MD, describe the sickle cell disease transfusion protocol at Johns Hopkins Medical Institutions.
Patients who have not previously developed antibodies are provided leukoreduced (also known to reduce
alloimmunization), sickle-negative RBCs. After a patient at Johns Hopkins has developed at least one
antibody, either alloantibody or autoantibody, they are provided with RBCs that are matched to the patient’s extended RBC phenotype. They suggest that this protocol be applied for all sickle cell, MDS, and
autoimmune hemolytic anemia (AIHA) patients, because all of these patients are at higher risk of
alloimmunization, which could delay delivery of compatible RBCs or cause transfusion reactions.
“Until more optimal predictive or preventive measures are available, implementation of relatively broad
transfusion protocols is our best approach to prevention of alloimmunization and provision of safe blood
in a timely manner for all patients at increased risk,” they conclude.
(continued on page 4)
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Alloimmunization in Chronically Transfused Patients (continued from page 3)
Citation: King KE, Tremi A. Red blood cell alloimmunization: lessons from sickle cell disease. Transfusion. 2013 April;53(4)692-694.
Miller ST, et al. Red blood cell alloimmunization in sickle cell disease: prevalence in 2010. Transfusion
2013 April;53(4):704-9.
Sanz C, et al. Red blood cell alloimmunization in transfused with myelodysplastic syndrome or chronic
myelomonocytic leukemia. Transfusion. 2013 April;53(4):710-5. 

FDA Publishes Annual BPDR Summary for Fiscal Year 2012
The Food and Drug Administration’s Center for Biologics Evaluation and Research (CBER) has published its annual summary of Biological Product Deviation Reports (BPDRs) for Fiscal Year 2012
(FY12).
Deviations potentially affecting safety, purity, or potency, as well as unexpected events that occur during
the manufacturing of blood and blood products must be reported to CBER in accordance with 21 CFR
606.171. CBER has been publishing an annual summary of BPDRs submitted for at least nine years. The
publication summarizes the total number of deviations by type and category, stratified by type of manufacturer, deviation category, type of product, and potential for recalls. These data are compared year to
year, providing a solid baseline of longitudinal data. The report lacks comparative denominator data beyond the number of reporting establishments annually. Hence, a true analysis of trends over time is not
possible.
General observations of data changes are noted in each year’s report compared to the previous year. This
year, a total of 55,842 reports were received by CBER, an increase of 3,852 BPDRs (7 percent) over
FY11. The number of potential recalls from these reports continued to decrease from 891 in FY11 to 855
in FY12. Compared to FY11, there were 16 fewer licensed blood establishments, 48 more transfusion
services, and three more licensed plasma establishments reporting in FY12.
As in previous years, the largest category by far of BPDRs from blood and plasma establishments was
Post Donation Information (PDI), accounting for 72.4 percent of BPDRs. For licensed blood establishments, 37.1 percent of PDIs were due to donor history of travel to a malarial risk area. However, reports
of donor history travel to variant Creutzfeldt-Jakob disease risk areas decreased by 219 from FY11 to
FY12; these cases account for 15.8 percent of PDIs. During FY12, 69 percent of PDIs in licensed plasma
establishments were due to a donor receiving a tattoo and/or body piercing, as opposed to 8.4 percent for
licensed blood establishments.
All other manufacturing systems represented less than 9 percent each of the total number of BPDRs. “The
industry continues to question the usefulness of reporting PDIs as BPDRs, given that most are related to
the donor’s inability to accurately report travel history at every donation,” said Ruth Sylvester, director of
Regulatory Services for America’s Blood Centers. “A significant effort goes into the reporting of PDIs to
CBER, and it is believed that this effort could be better spent focused on the remaining BPDRs. FDA
believes that additional actions by blood establishments regarding PDIs could possibly reduce the numbers; however, the nature of such actions is unclear,” she added.
(continued on page 5)
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Annual BPDR Summary (continued from page 4)
AABB has an inter-organizational task force to work on one type of BPDR, quarantine release errors
(QREs). QREs don’t result from a single cause and are represented across BPDR categories. This issue
was identified following a workshop on the subject in fall 2010. ABC and the FDA are both participating
in this effort. The goal of the task force is to identify ways to categorize and assess the seriousness of
QREs and reduce the number of QREs, which will subsequently improve the safety of the blood supply.
The BPDR annual summary is available at http://1.usa.gov/16UP5Ip. 

Q&A with ABC’s Government Relations Department
America’s Blood Centers’ Staff Answers your Questions
America’s Blood Centers recently conducted its SEQuaLS assessment, a customer service survey that solicits
feedback from member blood centers on ABC’s activities. Through this assessment, members were able to
pose questions to the ABC staff. Each ABC department will respond to these questions through this weekly
Q&A column in the Newsletter.

Q: Why is the medical device tax an important issue for ABC and its members? Please explain ABC’s position on
the tax.
A: While ABC has taken a neutral stance on the 2010 healthcare reform law in general, it opposes the 2.3 percent Medical Device Excise Tax that the law authorized. The tax ostensibly is imposed on the manufacturers,
suppliers, and importers of medical devices as a way to help pay for the expansion of Medicaid. But historically, excise taxes are paid at the time of the purchase of a taxable good or are included in the price of the good.
Thus, such a tax is eventually passed onto the consumer – in this case blood centers.
That leaves the blood center with no choice but to reduce its budget for staff, services, or new innovations in
order to pay the tax, or to pass the tax along to its hospital clients in the form of higher service costs. In the
final analysis, the increase in costs eventually will be reflected in the reimbursement fees for blood products,
and that increase will ultimately be paid for by patients and taxpayers.
In 2012, ABC did obtain clarifications from the Internal Revenue Service that reagents and blood packs with
anticoagulants/preservatives will not be taxed, but there are many items used by a typical blood center that
will be taxed. Calculations by ABC officials show that the tax will add at least $1 to the cost of each blood
collection. In this era of high competition, rampant industry consolidation, and intense pressure to keep blood
costs low, this is a particularly bad time for the federal government to mandate another expense for blood
centers.
ABC has gone on record with other organizations and lawmakers in calling for a repeal of the tax. There has
been significant bipartisan support for this effort in Congress, even in the Democrat-controlled Senate. More
than a dozen ABC members actively advocated for such a repeal in recent meetings on Capitol Hill. If the tax
is not repealed, ABC may seek to introduce legislation that exempts all items sold to blood centers from the
tax. Part of the rationale for seeking such an exemption would be the exemption that ABC obtained in 2006
from excise taxes levied on fuel, vehicles, tires, and communications used in the transport of blood and the
recruitment of blood donors.
Part of the rationale behind the healthcare reform law was to lower healthcare costs. ABC believes that we
cannot lower healthcare costs by raising healthcare costs in the form of a new tax. 

Brought to you with the generous support of:

In partnership with:

BOOTS is a specialized training program aimed at assisting blood center leadership in getting
the most out of their numerous assets: labor, equipment, processes, cash flow, and capacity.
The past two cycles of BOOTS have facilitated projects with savings commitments exceeding
$15 million.
New Registration Benefits!
2 for 1: Full scholarship for one staff member who accompanies a paying CEO on his/her
registration to a BOOTS session
3 in ‘13: Full scholarship to any blood center that has signed up three staff members for BOOTS
sessions (Session 8 excluded)
5 in 5: Full scholarship to anyone who has attended five ABC specialty workshops in the past five years
Contact Lori at lbeaston@americasblood.org for more information or to obtain one of the offered benefits.
2013 BOOTS Schedule and Topics
Session 6: Ensuring a Quality Approach on Your LEAN Journey; April 9-11, 2013
Session 7: Evolution of the Blood Bank Culture & Enterprise; April 16-18, 2013
Session 8: Mergers & Acquisitions in the Blood Industry *NEW*; April 23-24, 2013
*Only $995, scholarship included.*
Session 9: “4P” Supply Chain Optimization; May 14-16, 2013
Session 10: Canceled
Session 11: Demand-Based Recruitment and Collections *NEW*; September 17-19, 2013
Hotel: Grand Bohemian Hotel; Orlando, FL
Rate: $195 + tax; single/double
For group code and reservation link, please see registration information below. Group reservation
deadlines are Mondays three weeks prior to each session start date.
Registration Details & Fees
ABC and BCA members, and ABC’s international partners: $2,500 per session
All other registrants: $4,375 per session
To view agenda, go to http://bit.ly/BOOTS_Agenda
To register, go to http://www.cvent.com/d/1cqxb5/1Q
Through a generous grant from Terumo BCT, ABC is able to provide $1,000 educational
scholarships to BOOTS participants. Scholarships are limited and offered on a first-come,
first-served basis. Information available upon registration.

Orlando International Airport (MCO) is served by all major US airlines, including discount carriers Southwest and AirTran.
It offers non-stop service to/from 84 major and secondary US airports; check www.orlandoairports.net for more information.

Buffalo Niag
ara

2013 BOOTS - Blood Bank Operations
Optimization Training Sessions

t Ltd., Visit

Special Offers Now Available

Photo Cred
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Register Today -
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INSIDE ABC
The programs and services described in the Inside ABC section are available to ABC member blood centers and
their staff only, unless otherwise specified. 

ABC Announces New Committee Chairs for FY 2013
As America’s Blood Centers begins fiscal year 2013, it welcomes new chairs of the many committees that
support ABC and its member blood centers. The volunteer chairs and members of these committees assist
ABC in functions such as planning meetings and nominating board of director members, as well as provide guidance to ABC and its members in the areas of legislative and regulatory advocacy; donor
communications and management; and science, medical, and technical issues. Along with new committee
chairs, ABC also welcomes Dave Green, CEO of Mississippi Valley Regional Blood Center, as ABC’s
new president. Dan Waxman, MD, executive vice president and chief medical officer of Indiana Blood
Center, ended his term as president, becoming ABC’s immediate past president at ABC’s Annual Meeting
in March.
“ABC relies on dynamic and committed volunteer leaders to guide the important work of its committees
in serving ABC’s member blood centers. And so, I thank all of those who have agreed to serve as chairs
during my tenure,” said Mr. Green.
Listed below are ABC’s new committee chairs and their affiliated blood centers:




















Bylaws Committee: Rick Axelrod, MD, LifeStream;
Nominating Committee: Dan Waxman, MD, Indiana Blood Center;
Finance Committee: Martin Grable, Community Blood Center of the Carolinas;
Meetings Committee: Michelle Stefan, Carter BloodCare;
Membership Committee: Jeff Bryant, Inland Northwest Blood Center;
Human Resources Committee: Denise Ballinger, Blood & Tissue Center of Central Texas;
Employee Development Committee: Jennifer Feeney, Mississippi Valley Regional Blood Center;
Government Affairs Committee: Leslie Botos, BloodSource;
Communications & Donor Management Committee: Chris Pilgrim, Community Blood Center
of the Ozarks;
IT Steering Committee: Cesar Flores, Coastal Bend Blood Center;
Cellular Therapy & Tissue Committee: LeeAnn Weitekamp, MD, Michigan Blood;
SMT Steering Committee: Gilles Delage, MD, Héma-Québec;
Technical/Lab Directors Committee: Debbie Nennstiel, OneBlood;
Technical/Lab Directors Benchmarking Group: Joan Barker, Delta Blood Bank;
Quality Steering Committee: Ken Hudson, Blood Systems;
Quality Benchmarking Committee: Debra Bowman, Kentucky Blood Center;
Quality Education Committee: Tom Parker, Blood Systems;
Blood Regulatory Review Group: Linda Stefaniak, Blood Systems; and
HCT/P Regulatory Review Group: Patty Malone, Community Blood Center (Dayton).
(continued on page 7)
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INSIDE ABC (continued from page 6)
Members who volunteered to serve on these committees will receive a welcome note from Mr. Green,
asking them to confirm their selection by acknowledging and agreeing to the ABC confidentiality and
conflict of interest policy. ABC members may contact Lori Beaston at lbeaston@americasblood.org with
any questions about ABC’s committees. 

ABC Seeks New CEO
America’s Blood Centers, the largest network of non-profit community blood programs in North America, seeks a Chief Executive Officer to ensure the execution of the organization’s mission and vision.
Under the general direction of the President and Board of Directors, the CEO takes active and personal
charge of the conduct of all America’s Blood Centers’ business, finances, and its employees. Working
with the volunteer leadership, the CEO is responsible for the development of achievable organizational
goals and objectives. Working with staff and volunteer committees, the CEO is responsible for turning
those goals and objectives into effective programs and projects. He/she assures the prompt and effective
implementation of policies, programs, and plans approved by the Board of Directors. Applicants must
have 3 years experience in the not-for-profit environment and 10-plus years experience in senior management, with a preference of at least 5 in blood banking. Experience in national organizations is also
highly desirable as well as an advanced degree in science, business, or the healthcare field. Excellent
skills required in: business and financial management and decision making; written and oral communications; project and strategic planning, development and implementation; team leadership; issues
management; and legislative advocacy and public policy analysis. Working knowledge of Microsoft
Office Suite (i.e., Outlook, Word, Excel, Access) and Internet essential. Must be willing and able to
travel, sometimes at short notice. Must live in the Washington, D.C. metropolitan area or willing to
relocate. Excellent benefits package. To view full list of description of duties and responsibilities, visit
http://members.americasblood.org/go.cfm?do=FileCenter.Get&fid=4248. To apply, send cover letter,
résumé and salary history and expectations to America’s Blood Centers, reference: CEO Search, to
hr@americasblood.org by April 26, 2013.

Advertisement

Your Ad Here!
Place an ad with the ABC Newsletter to
reach your blood banking customers!
For more information please visit,
http://bit.ly/ABC_Advertising_2013
or
contact
Abbey
Nunes
at
anunes@americasblood.org.
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BLUE PLATELET SPECIAL
Lauren Ward Larsen

What Would Shelly Do?
In the fall of 2005, I attended a fundraiser in Minneapolis at which I knew none of the attendees, except my
then 5-year-old daughter, Clare, who came as my date. Seated next to us were John and Brenda Warner, maybe five years my senior, from rural Iowa. Making small talk, I asked them about their connection to the cause
being supported by the evening’s festivities. I then listened, dumbfounded, as John told me the story of their
25-year-old daughter, Shelly, who had developed preeclampsia ten months earlier. The details of her story –
the sudden onset of the disease, the liver failure, the need for blood transfusions – were eerily similar to my
own, but with one key difference – a week after the Caesarean-section delivery of her baby, Shelly died. In
gaining their first grandchild, John and Brenda had lost their daughter.
Since meeting Shelly’s parents, I’ve kept a framed photo of her in my office, right next to the one of Jenny
Eller, whom I’d also never met. Jenny and Shelly – two vibrant young women whose lives ended too soon
despite help from anonymous blood donors – became my muses. Every time I felt I couldn’t get on one more
plane, give one more blood donation talk, host one more preeclampsia fundraiser, I’d think of these two women, and then just do it.
Last weekend, I read a highly entertaining book about Shelly written by her best friend since
childhood, Bree Housley (We Hope You Like This Song: An Overly Honest Story About
Friendship, Death, and Mix Tapes). It was through Bree’s elementary-school eyes, then
teenaged eyes, then 20-something eyes that I got to know the real Shelly. And let me tell
you, she was one kind, outgoing, fun-loving, snort-laughing, pool-cannonballing, willing-totry-anything kind of gal – the kind I would’ve hung out with in a heartbeat if we’d been of
the same generation and from the same small town.
I was particularly moved by the author’s struggle to deal with her loss. “Since Shelly’s
death,” Bree wrote, “I’ve been trapped in this weird space of guilt where I feel I’m not doing
enough to honor her. Not enough crying, enough talking, enough grieving. What is grief,
anyway? Who decides how one should go about it?” So on Shelly’s 4th deathiversary, as the
author so aptly calls it, Bree, a self-described “anti-social shut-in type,” set out to live life
more like Shelly did. Every week for a year, she committed to doing a different challenge –
karaoke, talking to strangers, even dressing like a giant gorilla in a tutu. The key was to step
out of her comfort zone and try something new, the same way Shelly would have. Every
time Bree lost her nerve to complete a particular week’s assignment, she simply asked herself What would Shelly do? And then, she did it.

Shelly
(right)
and Bree (left)
joke around at
a photo booth.

Earlier this week, I went to the health club for my usual lap-swim workout. It was 19 degrees out and snowing
like nobody’s business. (Welcome to springtime in Boulder, Colo.) I took one glance at the outdoor pool, covered in fog as the snow continued dumping, and I knew I’d be swimming indoors. (I’ve never been one of
those daring all-weather swimmers.) But then four little words shot through my brain: What Would Shelly Do?
Five minutes later, I shivered my way outdoors wrapped in skimpy gym towels, and in my mind I heard
Shelly’s voice yell “Cannonball!” as I jumped into the pool. I swam my laps in the most glorious snowstorm, a
perpetual smile on my face the whole time.
In the serious work of blood banking and transfusion medicine, I wish for us all to have a muse like Shelly, a
reminder to grasp the a-muse-ment that life has to offer … while we can. And remember, when in doubt: Cannonball!
Lauren Ward Larsen is the author of “Zuzu’s Petals: A True Story of Second Chances,” which shares her story of
becoming a 200-pint blood recipient and the unexpected life that unfolded as a result. She is a former president of
the FABC and can be reached at laurenwardlarsen@me.com, or via her website at www.laurenwardlarsen.com. 
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RESEARCH IN BRIEF
Vox Sanguinis has published a review of pathogen inactivation (PI) technologies by Christopher V.
Prowse, of Edinburgh University. As pathogen inactivation-treated plasma and platelets are becoming
more widely available outside the US, experts are debating the efficacy of PI-treated products, their costeffectiveness, and have concerns regarding their impact on product recovery and their toxicology. The
review summarizes the technologies in use and under development for plasma and platelets, the concerns
associated with each, and their impact on pathogens and products, followed by clinical trial outcomes for
each product. The author offers concluding remarks on recent events and regulatory aspects, costeffectiveness and future prospects, including red blood cell (RBC) PI. “PI technology should ideally be
inexpensive, kill a wide range of pathogens with no toxicity or effect on product potency,” wrote Mr.
Prowse. He reviewed the types of PI technologies that are licensed or in clinical development, such as the
Cerus Intercept PI technology for platelets and plasma, which uses amotosalen and UVA light. Terumo
BCT’s PI technology, Mirasol, for platelets and plasma uses riboflavin and UV light. He discussed other
technologies, such as Octapharma’s solvent detergent-treated plasma, and PI treatments for whole blood.
For the plasma and platelet technologies available, evidence of the inactivation of the most relevant transfusion-transmitted pathogens is good, except for nonenveloped viruses. Clinical trials and hemovigilance
programs suggest the observed loss of potency is of little clinical significance, with some technologyspecific exceptions. Also, concerns over adverse toxicological efforts or neoantigen formation have not
been confirmed for currently licensed products. In assessing the cost-effectiveness of these technologies,
he notes that one of the biggest gains, although unquantifiable, may be in protecting the blood supply
against emerging infections. While a number of PI technologies are marketed in Europe, the Food and
Drug Administration has licensed only solvent detergent plasma. However, progress is being made on that
front, as Cerus moves for FDA approval of its Intercept plasma system, and Terumo BCT recently enrolled its first North American platelet recipient in the PREPAReS platelet trial. The review is available to
subscribers or for purchase at http://bit.ly/XqwXFz.
Citation: Prowse CV. Component pathogen inactivation: a critical review. Vox Sanguinis. 2012 Nov. 8.
[Epub ahead of print] 
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BRIEFLY NOTED
The Obama administration released its fiscal year 2014 budget on Wednesday, proposing $5.6 billion in annual Medicare payment cuts while calling for a marginal increase in funding for the
National Institutes of Health (NIH). The spending plan includes $740 million in savings from prohibiting the delay of the availability of generic drugs; $780 million in cuts to graduate medical education;
$830 million in cuts to post-acute care providers; $200 million in cuts for hospital bad debt payments;
$190 million in cuts to inpatient rehabilitation hospitals; and $90 million in cuts to critical-access hospitals. Richard Umbdenstock, president and CEO of the American Hospital Association (AHA), said his
organization has “significant concerns” about several of the cuts, including the decrease in spending for
hospital bad debt payments, graduate medical education, and inpatient rehabilitation providers. But AHA
applauded several proposals, such as the one-year delay of scheduled cuts to the Medicaid Disproportionate Share program. President Obama seeks $80.1 billion in discretionary funding for the Department of
Health and Human Services in fiscal year 2014, a $3.9 billion increase from 2012 funding levels. The
proposal would provide $31.3 billion for the NIH, a 1.5 percent increase, and a 4.8 percent increase for
the National Science Foundation. “As the centerpieces of the medical innovation ecosystem, NIH not only
supports the research that leads to treatments and cures for our most devastating diseases, but drives the
life sciences economic engine, annually sustaining over 400,000 jobs and nearly $60 billion in economic
activity nationwide,” according to a statement from United for Medical Research, a research advocacy
group “The president’s NIH budget proposal is an important step forward in restoring the crippling $1.6
billion cut the agency received as a result of the sequester,” added United for Medical Research. NIH,
including the National Heart, Lung and Blood Institute, has had flat funding since 2003, and in January
was hit with a 5 percent cut due to sequestration. About a dozen of America’s Blood Centers’ members
converged on Capitol Hill last month to, among other things, advocate for restored funding for bloodrelated research at NIH. On Monday, a few thousand medical researchers held a rally outside of the
Washington, D.C. Convention Center to demand an increase in NIH research spending. However, the
likelihood is that Congress will not replace the sequester cuts and there is great pressure on House appropriators to cut the NIH budget again. (Sources: Modern Healthcare, 4/10/13; The New York Times,
4/10/13; CQ HealthBeat, 4/9/13)
April is National Donate Life Month, which encourages Americans to register to become organ, eye,
and tissue donors, and thanks those who are donors. Donate Life America is a non-profit alliance of
national organizations and state teams across the US committed to increasing organ, eye, and tissue donation. This organization promotes National
Donate Life Month through asking other organizations and individuals to
spread the word about becoming a donor. April 19 will mark the second
annual “National Donate Life Blue and Green Day” in support of organ,
eye, and tissue donation and in celebration of National Donate Life Month,
the organization announced in a press release. The public is encouraged to
wear blue and green on that day and post their pictures on the Donate Life
America
photo
contest
app
on
its
Facebook
page
(http://www.facebook.com/DonateLife) for a chance to win $100 for the
best blue and green look. Legislators, celebrities, newscasters, corporations, hospital employees, and others will show their support of blue and
green with events at designated businesses, motor vehicle agencies, municipalities, and other public meeting spaces, said the release. Donate Life
America has created National Donate Life Month promotional materials for
organizations
to
use
throughout
April,
available
at
http://donatelife.net/ndlm2013/. (Source: Donate Life America press release, 4/1/13)
BRIEFLY NOTED (continued on page 11)
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BRIEFLY NOTED (continued from page 10)
A report from the International Working Group on Immune Thrombocytopenia (ITP) regarding
standardization of bleeding assessment ITP was published on April 4 in Blood. In a previous publication on new terminology, definitions, and outcome criteria for ITP, the International Working Group on
ITP acknowledged that response to treatment should consist of clinically meaningful end points, such as
bleeding manifestations, and that platelet count may not be the ideal parameter for capturing benefits of
therapy. In this report, the working group proposes a consensus-based ITP-specific bleeding assessment
tool (ITP-BAT) with definitions and terminology consistent with those adopted for other bleeding disorders. Bleeding manifestations were grouped into three major domains: skin (S), visible mucosae (M), and
organs (O), with gradation of severity (SMOG). The working group unanimously supports adoption and
validation in future clinical studies of the SMOG system. The working report is available for free at
http://bloodjournal.hematologylibrary.org/content/121/14/2596.full. 

REGULATORY NEWS
The Food and Drug Administration’s Center for Biologics Evaluation and Review (CBER) announced an invitation to sponsors of investigational new drug (IND) applicants to participate in a
pilot evaluation program of CBER’s eSubmitter Program. CBER’s eSubmitter is a computer-assisted
automated program that has been customized to facilitate the creation of IND applications electronically,
including a template specifically for IND applications related to antivenom drugs/antivenins. Participation
in the pilot program is open to sponsors that submit IND applications to CBER’s office of Blood Research and Review, the office of Cellular, Tissue, and Gene Therapy, or the Office of Vaccines Research
and Review. CBER will only accept participation from up to nine sponsors. The pilot program is intended
to provide industry and CBER regulatory review staff with an opportunity to evaluate the eSubmitter
system and determine if it facilitates the IND submission process. In a similar move toward electronic
form submittal, CBER has also made available an eSubmitter tool for biologics license applications
(BLAs), which is described at http://1.usa.gov/YNUTn2. More information about the IND eSubmitter
pilot can be found in the Federal Register announcement at http://1.usa.gov/YNV41N. (Source: Federal
Register, 4/8/13)
Terumo BCT has received 510(k) clearance from the Food and Drug Administration for collection
and storage of apheresis platelets in Isoplate platelet additive solution (PAS) on the Trima Accel
system, which replaces up to 65 percent of the plasma in apheresis platelets. After Terumo BCT received the 510(k) clearance, FDA approved the New Drug Application (NDA) submitted by B. Braun
Medical for Isoplate Solution in 500 mL Excel Containers as an additive solution for platelets collected
on Terumo BCT’s Trima Accel system. The NDA was transferred from B. Braun to Terumo BCT, which
now owns both the device and the solution. Clinical studies demonstrate that the Isoplate formulation
supports storage of platelets collected on the Trima Accel system for up to five days of storage. The NDA
materials are available at http://1.usa.gov/Xb4IKW. (Source: Terumo BCT press release, 4/9/13; FDA
NDA approval materials, 3/5/13)
The Food and Drug Administration recently published an Urgent Field Safety Notice regarding a
possible hazard on the OpenGene DNA Sequencing System MicroCel 500 and MircoCel 300 Buffer
Chamber. Siemens Healthcare is conducting a voluntary corrective action for the buffer chambers listed
above. Some of these buffer chambers may have the potential to leak when in use. If the buffer chamber
leaks, it could cause premature failure with heat damage to the buffer chamber and long-read tower, posing a hazard to the operator. Customers are asked to follow instructions provided in the Urgent Field
Safety Notice, which is available at http://1.usa.gov/17tmc9m. (Sourced: FDA Urgent Field Safety Notice, 3/1/13) 
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GLOBAL NEWS
Sanquin, the blood supplier of the Netherlands, recently published new blood donor criteria that
imposes a donor deferral for people who have traveled outside of Europe. “The criteria for acceptance of blood donors classify more and more countries outside of Europe as risk areas for various
infectious disease. In anticipation of future epidemiological developments and in order to make selection
of donors simpler, Sanquin has decided to classify all countries outside Europe as areas with an increased
risk of catching/transmission of infectious diseases that could be transmissible by blood,” according to a
statement from Sanquin. The organization has created blood donor criteria requiring deferral of all donors
for at least four weeks after travel outside of Europe. Sanquin does not expect this to cause a noticeable
reduction in the availability of donors, since many countries outside Europe were already classified as
risk areas for dengue fever or West Nile virus. Through extensive publicizing of this change, Sanquin
expects that the number of donors who are deferred for this reason at collection will actually decrease.
Donors will also be encouraged to give blood before traveling outside Europe. Sanquin will evaluate the
effect of the change over one year, taking into account feasibility, deferral percentages, and donor availability. (Source: Sanquin statement, 4/8/13)
The Committee of Ministers of the Council of Europe (CoE) recently published a resolution, adopted on March 27, on sexual behaviors of blood donors that have an impact on transfusion safety. The
resolution seeks to facilitate the collection of data that would help blood establishments better
(continued on page 13)
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GLOBAL NEWS (continued from page 12)
understand the degree of risk associated with certain sexual behaviors in order to consider blood donor
deferral policies that are reflective of that risk. The resolution charges blood services with establishing a
temporary (as opposed to indefinite) deferral policy for a given risky sexual behavior, only when it is
demonstrated that this behavior does not select donors at high risk of acquiring a transfusion-transmitted
disease that places recipients at risk. The resolution also recommends providing appropriate educational
material for use in donor recruitment and pre-donation information, including the availability of HIV
screening at other sites. (Some high-risk individuals will seek testing at blood establishments, posing
increased risk of transfusion-transmitted disease). The resolution communicates CoE’s efforts to create
donor deferral policies based on the degree of risk associated with certain sexual behaviors, rather than
sexual orientation. CoE’s resolution is available at http://bit.ly/110WMw6. (Source: CoE resolution,
3/27/13) 

STOPLIGHT®: Status of America’s Blood Centers’ Blood Supply
Percent of Regional Inventory at
2 Days Supply or Less, April 10, 2013
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MEMBER NEWS
Oklahoma Blood Institute (OBI) will launch an umbilical cord blood bank this summer, the center
announced to the media earlier this week. OBI seeks to offer more mothers in Oklahoma the opportunity to donate their child’s umbilical cord after birth. Umbilical cords
are rich with stem cells that can be useful in life-saving treatments for
many debilitating diseases, such as certain cancers and immune system
deficiencies. When a mother donates her child’s cord blood to a public
cord blood bank, the stem cells are stored and the information is entered into a national registry where
stem cell donations can be matched with compatible patients in need of stem cell transplantation. OBI will
be pursuing rigorous Food and Drug Administration licensure requirements to open the public cord blood
facility. Currently, the next closest public cord blood bank is Houston, Texas. With Oklahoma’s high
Native American population, OBI hopes to increase the diversity of the stem cell donor registry, because
minority patients often have a harder time finding a match. The cord blood bank will be housed in OBI’s
headquarters, which is undergoing renovations to accommodate the cord blood program. (Source: OBI
information page, 4/9/13).
Blood Systems announced in a press release this week that it will complete the rollout of an online
donor interview process at United Blood Services’ donor centers and blood drives in 16 states within this month. The initiative began with a pilot last fall in Texas and
Northern Nevada and has gradually expanded throughout the service
area. Donors can visit the United Blood Services website, access the
(continued on page 15)
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MEMBER NEWS (continued from page 14)
interview questions, and print out a barcoded Fast Track Donation Ticket that they must bring with them
when they donate. Donor care staff can scan the ticket, handle any follow-up questions, perform the vital
signs checks, and determine donor acceptability. As the rollout progresses, approximately 20 percent of
donors are completing the online interview either off-site or at United Blood Services kiosks, and the
service continues to grow in popularity, said the release. “Whenever we survey donors about how we can
make their experience better, they usually say that the interview process should be simplified, shortened
or automated,” said Dennis Harpool, Blood Systems’ senior vice president for Operational Policies and
Processes. “We took these suggestions to heart and now are happy to provide this new, shortened interview process for our dedicated donors.” United Blood Services is using the online donor interview called
Picture-ID, a Food and Drug Administration 510(k) cleared software application developed by Calimex
USA Corp. (Source: Blood Systems press release, 4/9/13) 

MEETINGS
May 14

New Jersey Association of Blood Bank Professionals Annual Spring Seminar and
Meeting, New Brunswick, N.J.
The New Jersey Association of Blood Bank Professionals has announced its Annual
Spring Seminar and Meeting, “The Science and Art of Transfusion Medicine,” to be held
on May 14 at the University of Medicine and Dentistry of N.J. (UMDNJ) in New Brunswick, N.J. Jeffery Carson, MD, of UMDNJ, will deliver the keynote speech on
transfusion triggers. More information is available at www.NJABBP.org.

May 16

HHS Advisory Council on Blood Stem Cell Transplantation Conference Call Meeting.
The Department of Health and Human Services has announced a conference call meeting
of the Advisory Council on Blood Stem Cell Transplantation to take place from 10 a.m.
to 4 p.m. on May 16. Those interested in participating must register by May 14. More information is available at www.ACBSCTmeeting.com. 

CLASSIFIED ADVERTISING
Classified advertisements, including notices of positions available and wanted, are published free of charge for a maximum
of three weeks per position per calendar year for ABC institutional members. There are charges for non-members: $139
per placement for ABC Newsletter subscribers and $279 for non-subscribers. Notices ordinarily are limited to 150 words.
To place an ad, contact Leslie Norwood at the ABC office. Phone: (202) 654-2917; fax: (202) 393-5527; e-mail:
mnorwood@americasblood.org.

EQUIPMENT AVAILABLE:
For Sale. Tecan/Tigris System – performed Ultrio and WNV Assays. In use from 6/29/09-11/25/12. To make an offer,
please contact Bobby Merrill at (859) 519-3763 or bmerrill@kybloodcenter.org.
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POSITIONS AVAILABLE:
Technical Services Director. Community Blood Services is an independent blood center that collects blood
donations, and offers cord blood banking and operates
one of NMDP’s largest bone marrow registries has an
immediate need for a Technical Services Director. Join a
team of supportive and accomplished professionals and
be rewarded for your contributions and make a difference! This position is responsible for managing all
aspects of the Processing and Reference laboratories in
order to maintain the highest regulatory standards. The
Director will ensure high quality, cost-effective testing
services, continued compliance and accreditation, and
ongoing operational efficiencies. The Director will
supervise and provide leadership/guidance to the team
of employees within the Processing and Reference labs.
Additionally, he/she will be a part of the management
team collaborating on operating issues, developing new
business ideas and procedures, as well as interacting
with area hospital representatives to ultimately help
drive current and future programs. Qualifications include a bachelor’s degree in a healthcare discipline;
master’s degree preferred. MT (ASCP) and SBB or BB
certification or eligibility a must. Immunology experience a plus. Qualified candidates, please apply to
Technical Services Director Application. Community
Blood Services is an equal opportunity and affirmative
action employer.
RN – Therapeutic Apheresis Specialist. If you have a
passion for patient care, Oklahoma Blood Institute
(OBI) could be the next logical step in your career.
We’re seeking a nurse to join our dedicated team in
Oklahoma City. Using specialized therapeutic apheresis
technology, YOU will provide life saving blood component therapies and you will perform specialized blood
removal/replacement patient treatments in the hospital
setting, including plasma exchange, cell therapy collections, cytapheresis, photopheresis, and red cell exchange
(which includes extensive training). Qualifications:
Current Oklahoma RN license, and minimum of one
year clinical experience. OBI offers a competitive salary, shift and call pay differentials and has an excellent
benefits package including Health, Dental, Vision, Life,
LTD, Flex Plan, PTO, Tuition Reimbursement and 401k
Plan.
Please
apply
on
our
website,
http://obi.org/careers/. Applications/resumes will be
accepted through 4/30/2013. EOE M/F/D/V Drug Free
Work Environment
President/CEO. The Community Blood Center Inc. of
Appleton, Wisconsin is a highly successful, growth
oriented, independent, not-for-profit organization. CBC
has been providing blood component products and services to both local and out of state hospitals since 1955.
Focusing on quality, the blood center prides itself on its
ability to offer all of its products and services at competitive pricing. Donor testing functions are performed inhouse and there are four donor centers in Wisconsin.
The President/CEO will provide overall leadership,

direction, and general management for the organization.
The President/CEO will work closely with the organization’s Board of Directors and its senior leadership to
advance the vision set for the organization and to design
and implement strategies needed to achieve those goals.
Responsibilities include the delivery of the blood center’s mission, while maintaining the organization’s
financial viability. Requirements for this position include a minimum of eight years senior leadership
experience in blood banking. Candidates must possess
exceptional strategic planning abilities coupled with
strong interpersonal skills. Candidates with an MBA or
MHA are preferred. To be considered for this outstanding opportunity, please present qualifications to Peter
Flannery, Flannery & Associates, LLC, peter@flannerysearch.com. CBC is an equal opportunity
employer.
Director, Technical Services (United Blood Services,
Lubbock, Texas). This position serves as the technical
subject matter expert and is responsible for the technical
oversight of the community blood center. This position
is also responsible for the management of component
manufacturing and the immunohematology reference
lab. Requirements: Bachelor’s degree in a related field,
certification as a Medical Technologist, five years Laboratory experience and three years supervisory
experience. Preferred: BB or SBB and previous blood
bank or blood center experience. The incumbent needs
to have the ability to promote a work team environment
and have excellent communication, interpersonal and
organizational skills. Must have good supervisory skills
with the ability to utilize and develop personnel to execute job tasks. Must have the ability to analyze
situations and take appropriate action, which may be
under strict deadlines, and be able to conceptualize
computer software applications and equipment automation. Qualified and interested candidates, please submit
resume to UBS-HR, 2523 48th Street, Lubbock, TX
79413,
Fax
(480)
675-7587
or
hsnodgrass@bloodsystems.org by Friday, April 12th.
EOE M/F/D/V. Employee Drug Testing Required
Quality Assurance Assistant Director. QualTex Laboratories, an affiliate of the South Texas Blood &
Tissue Center (STBTC), seeks an individual to provide
QA managerial support for technical and business activities. Exhibit leadership and maintain knowledge of
regulatory/quality requirements. Maintain excellent
communication with all personnel for the Batch Release
department for QualTex Laboratories. The incumbent
must have a working knowledge of clinical laboratory
techniques. Must maintain current knowledge of regulatory/quality requirements (national and international, i.e.
FDA, EU, GHM, ISO, cGMP, and cGTP). Qualifications required include bachelor’s Degree in Science or

(continued on page 17)
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related discipline required. Masters degree in related
field preferred. Five years laboratory experience required. Two years supervisory experience required.
Computer experience required. Certification: MT/CLS
(ASCP) preferred. Texas Operators driver's license
required. Offering competitive salary, benefits, and
relocation
package.
E-mail
resume
to
hr_dept2@bloodntissue.org or fax to (210) 731-5581.
For information, call Human Resources at (800) 2925534, ext. 1559. For further information, visit our website
http://www.southtexasblood.org/Employment/HowtoAp
ply.aspx.
Lab Supervisor. The Main Laboratory has an immediate opening for a full time 2nd shift supervisor of
Testing. This position is responsible for the safe and
efficient operation of the Testing Laboratory. This position supervises qualified staff in the execution of
required testing for the blood center as well as outside
collection sites. The position also has general management responsibilities such as scheduling staff, training,
and ordering supplies. Educational Requirements: Current Rhode Island license required as Clinical
Laboratory Scientist; ASCP MT, SBB, BB, NCA CLS
certification; must meet requirements for Supervisor in
Immunohematology, Hematology, Diagnostic Immunology and Chemistry as described in the Clinical
Laboratory Improvement Act of 1988. Experience/Qualifications: At least two years of donor center
testing experience; and ability to make sound judgments
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following FDA AABB standards. Please apply on line at
www.ribc.org. Follow the links to "About Us" and "Careers" for an online application. Only applicants who are
selected for interviews will be contacted directly. JOIN
THE TEAM THAT GIVES THE GIFT OF LIFE! We
are an Equal Opportunity Employer.
Associate Medical Director. BloodCenter of Wisconsin
seeks physician to join growing Transfusion Medicine
(TM) service of the Medical Sciences Institute. Physicians in TM direct transfusion services within three
healthcare systems in Milwaukee area; provide direct
patient care for therapeutic apheresis; consult with physicians regarding transfusion medicine issues and
bleeding disorders; promote blood management; provide
medical direction of specialized laboratories; and participate in on-call responsibilities. More than 110,000
blood products are transfused annually and nearly 2000
therapeutic apheresis and stem cell collection procedures
are performed at the institutions directly served. Successful candidate expected to participate in clinical
and/or applied research. BloodCenter has TM Fellowship and SBB Program. MD or DO degree and boardcertification in Pathology, Internal Medicine or Pediatrics required, as well as board certified/eligible in Blood
Banking/Transfusion Medicine. We offer a competitive
salary and excellent benefits. Apply online:
www.bcw.edu/careers.We embrace and encourage diversity in our workforce. EEO/AAP

