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ABC’s 50th Interim Meeting Set for Picturesque Buffalo Niagara
Buffalo, N.Y., home to the original
Buffalo wing and scenic Niagara Falls
views, will welcome America’s Blood
Centers’ members at the 50th Interim
Meeting and Medical Directors (MD)
Workshop on Aug. 4 to 6. The meeting, co-hosted by Unyts, will offer
attendees the opportunity to learn
about advances in blood banking and
transfusion medicine and share best
practices, while taking in the landscape and architecture of Buffalo.
Registration is now open through email invitations sent on Wednesday,
June 13.
Rich Gammon, MD, medical director
of Florida’s Blood Centers, will welcome attendees as the meeting gets underway
with the MD Workshop on Saturday, Aug. 4. Experts will present on several
transfusion medicine topics, such as plasma transfusion for patients with severe
hemorrhage, point of release bacterial detection, a hemovigilance system, and iron
depletion. A Food and Drug Administration representative will offer an inside
view of the FDA Hematology Division.
On Sunday Aug. 5, the Scientific, Medical, and Technical (SMT) Forum will
begin with a presentation from Jennifer Jones of FDA about establishment changes at blood centers. Attendees will also hear discussions regarding studies on the
length of red blood cell storage, as well as enhancing patient safety and blood
management through a centralized transfusion service.
Mike Parejko, MD, MT, (ASCP), chair of the ABC Meetings Committee, will
open the Blood Center Leadership Forum on Monday Aug. 6. Guests will hear
presentations about blood centers and healthcare liability reform, regenerative
medicine, sharing data to compete, and ABC’s Data Warehouse. The keynote
speaker, John Bartimole, president of the Western New York Healthcare Association (WNYHA) in Tonawanda, N.Y., will provide an update on the Affordable
Care Act.
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OUR SPACE
ABC CEO Jim MacPherson
Cyber Attack
Since 9/11, there has been an interorganizational task force under AABB that coordinates the blood sector’s
national response to disasters (natural or man-made). ABC’s Ruth Sylvester (previously head of the Armed
Services Blood Program) and BCA’s Wendy Trivisonno are the primary representatives to coordinate responses of the two alliances.
About twice a year, the Department of Homeland Security devises drills for all sectors of government and
emergency response organizations, including the healthcare sector. Sometimes the drills heavily involve
blood-related scenarios (like when dirty bombs contaminated much of the blood supply in the Northeast US),
and sometimes only lightly. Most drills are intended to stretch our imagination as to what might really happen
and how to respond in such situations. Under extraordinary circumstances, how can we best perform our primary duty to patients to assure that blood is there when needed?
Last week, I filled in as backup when a drill was announced a few days in advance of a reported possible attack on government and other IT support systems. With fresh reports in the New York Times that Iran’s nuclear
enrichment programs had been stymied through cyber attacks, it seemed exciting to anticipate what scenarios
might be presented.
The drill began with a scenario of confirmed “false reports” from Homeland Security of a 9.2 magnitude
earthquake in DC. Homeland Security has been hacked! Then came reports from the Centers for Disease Control and Prevention of Florida hospitals reporting adverse transfusion-associated outcomes. Were these also
false? If they are true, how fast can we replace Florida’s blood supply? What areas might be hit next?
Then the scenario got serious. Commuter trains crashed because their computer systems suddenly failed. Intestinal illnesses were reported in many major US cities as computers failed to conduct the automated process of
chlorinating drinking water. Do we need to worry about blood donors drinking contaminated water? (Maybe,
but only if there were a coincidental outbreak of hepatitis A – something we might not know for a couple
weeks.)
While a few of the scenarios seemed unlikely, most gave a new appreciation for why we do drills in the first
place. All were taken seriously and the blood task force acquitted itself well. It also gave us a renewed confidence in our disaster response infrastructure. We are ready for the known – allowing us to focus on preparing
for the unknown.

Jmacpherson@americasblood.org 

Visit Jim on Facebook: www.facebook.com/JimMacPhersonABC.
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50th Interim Meeting (continued from page 1)
WNYHA is an eight-county regional healthcare advocacy organization comprised of 19 hospital and hospital system members, their affiliated nursing facilities, as well as associate members. Mr. Bartimole also
serves as a gubernatorial appointee to the state Rural Health Commission. Before joining WNYHA, he
served as CEO of Southern Tier Health Care System, regarded as one of the top five rural health networks
in the state.
Explore Buffalo. As always, the Interim Meeting offers not only valuable updates about the blood community and transfusion research, but also a chance to enjoy the host city and network with colleagues.
Sunday evening will feature a buffet dinner at the Burchfield Penney Art Center, along with sightseeing
of Niagara Falls (American side). Guests will also have the opportunity to tour the exhibits at the art center. Unyts’ Vice President of Blood Services Christopher Staub created a list of attractions and restaurants
to visit in Buffalo, which is available by following the link below.
If you or a colleague did not receive a direct invitation via e-mail, please contact ABC’s conferences
manager, Lori Beaston at lbeaston@americasblood.org. For more information, hotel details, and sightseeing recommendations, please visit: http://members.americasblood.org/go.cfm?do=Page.View&pid=33. 

FDA Approves Immunetics’ BacTx Rapid Test for Bacterial Contamination of
Platelets
Immunetics, Inc. received Food and Drug Administration clearance to market its BacTx rapid test for
bacterial contamination in platelet units, Andrew E. Levin, PhD, Immunetics CEO and scientific director,
announced in a press release on Tuesday. The test can detect strains of bacteria in only 45 minutes that
traditional culture testing can miss, which may help to reduce the risk of transfusing bacterially contaminated platelets to patients.
FDA approved the use of BacTx only on leukocyte-reduced
whole-blood derived platelet units, but Immunetics is currently
conducting tests to gain FDA approval for use in apheresis platelets. This is the second FDA approved rapid test for bacterial
contamination in platelets, after Verax’s Pan Genera Detection
(PGD) Test System, which was approved for use in whole blood
derived platelets in 2007 and for apheresis platelets in 2011.
Bacterial contamination of platelet products is currently regarded
as the most important infectious risk associated with transfusion
therapy, according to a study published in Transfusion in September 2011 (see ABC Newsletter, 9/2/11). This study, led by Mi- Immunetics BacTx rapid test for bacterial
chael R. Jacobs, MD, PhD, confirmed the concept that culturing contamination of platelets is an easy-toplatelets for bacteria early in the storage period does not catch use tube style test.
every case of bacterial contamination. About 1 in 3,000 platelet units released as negative by pre-storage
culture was found to be contaminated with bacteria using the PGD test.
The Transfusion study and other research suggests that culturing platelets 24 hours after donation, before
storage, does not optimally reduce the risk of transfusing patients with bacterially contaminated platelets.
(continued on page 4)
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Immunetics BacTx Test (continued from page 3)
Many experts have suggested that a rapid detection test, such as BacTx or the PGD test, be used on the
day that platelets are issued for transfusion to catch cases that were undetectable during the culture.
“Existing approaches to the detection of bacterial contamination have fallen short, leaving patients at risk.
They rely mainly on the culturing of platelet units, a decades-old method that takes up to several days to
yield a result,” said Dr. Levin in the release. “By contrast, the BacTx test can be run in about 45 minutes,
making it suitable to test platelet units shortly before they are transfused to a patient.”
In studies reported to FDA, the BacTx test detected all of the bacterial strains tested, with sensitivity and
specificity meeting or exceeding clinical requirements, said the release. The results of clinical trials of
BacTx were presented at the AABB Annual Meeting in October 2011 by Andrew Heaton, MD, of North
Shore-Long Island Jewish Health System, N.Y. and Michael Jacobs of the University Hospital – Case
Medical Center in Cleveland, the clinical investigators leading the trial.
The BacTx test will provide an alternative to the PGD test. “In blood banking, you always like to have a
choice ... It’s wonderful to have a second choice with this new test. It takes about the same length of time
to complete, and the quality of the test and the results are generally comparable,” said Dr. Heaton. He
noted that the BacTx is a “user-friendly and easy to use assay” that produces easily read and interpreted
results, which can be viewed on any computer using software that comes with the test. While both are
simple and easily performed in a blood bank environment, the Verax test is more of a classic rapid test,
while the Immunetics test is closer to a traditional tube test, he said.
Although there is likely not a pivotal role for point-of-issue platelet screening at most blood centers, it is
important for blood centers to understand these tests to be able to inform hospitals about them, said Louis
Katz, MD, vice president of Medical Affairs at Mississippi Valley Regional Blood Center. “At the end of
the day, we know we’re missing about half of the bacterially contaminated platelets with just culture,
making application of point-of-issue testing potentially attractive to hospitals,” he said.
The Immunetics press release is available at http://immunetics.com/pr_120612.html. (Source: Immunetics
press release, 6/12/12) 

ASH Supports PDUFA Early Reporting Provisions for Biologics and Plasma Protein Related Drug Manufactures
The American Society of Hematology (ASH) recently issued statements supporting provisions of the
Prescription Drug User Fee Act (PDUFA) that would help to prevent drug shortages. The provisions
would implement an early-warning reporting system for drug manufacturers so that the Food and Drug
Administration, patients, and healthcare providers would be aware of manufacturing disruptions and other
issues that could cause drug shortages. However, the Senate bill specifically exempts biologics and both
the House and Senate versions exempt products derived from human plasma proteins and recombinant
products replacing human tissues.
These biologics and plasma protein related products are used in treating hemophilia and other disorders
and a shortage of such drugs can be life threatening for these patients. Over the past two years, ASH has
seen an increase in the number of drug shortages that impact hematologic patients and has been working
with the FDA and Congress to implement measures to mitigate future shortages, said Mila Becker, ASH
(continued on page 5)
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PDUFA Early Reporting System (continued from page 4)
senior director of Government Relations, Practice, and Scientific Affairs. The association has recently
been advocating these measures in the early-reporting provisions of PDUFA since it is “must-pass” legislation, making it a viable vehicle to address drug shortages.
The Senate passed S. 3187, its version of PDUFA, on May 25 and the House passed H.R. 5651, its version, on May 30. Some of the discrepancies between the two bills seem to result from differing language.
For example, the Senate bill leaves whether biologics will be included up to the discretion of the secretary
of Health and Human Services, while the House bill includes biological products within the definition of
those drugs subject to reporting requirements. ASH wants to ensure that both bills explicitly include biologics and products derived from human plasma proteins and recombinant products in the reporting
mandate.
In comments to FDA on its Draft Guidance on Drug Shortage Reporting, the Plasma Protein Therapeutics
Association (PPTA) described its North American data program, which assists the plasma protein therapies industry in responding to and preparing for drug shortages. The program collects data encompassing
all manufacturers of plasma protein therapies (plasma derived and recombinant) that supply the US market. According to PPTA President and CEO Jan M. Bult, company-specific information is provided on a
monthly basis to FDA, whereas aggregate information for other stakeholders is provided on PPTA’s website with a three-month lag. FDA is also the only recipient of information on inventories of the plasma
protein therapies. In the guidance comments, PPTA stresses the efficacy of its voluntary reporting system,
as opposed to a mandatory one imposed by FDA.
The system was implemented following recommendations from HHS’s Advisory Committee for Blood
Safety and Availability in 1998 and has proven its value since then, said Mr. Bult. It has provided information in times of real shortage (IVIG in the late 1990s and recombinant factor VIII in 2000), he said.
The flexibility of the voluntary system allowed the organization to increase the frequency of reporting to
bi-weekly in shortage situations. It also helped to provide facts when rumors about shortages surfaced
between 2005 and 2007, added Mr. Bult. PPTA has not issued a statement regarding the PDUFA early
reporting mandate, because it is common practice that manufacturers notify their customers when a therapy will be discontinued at least six months prior to that event, said Mr. Bult.
PPTA contracts with Georgetown Economic Services to collect monthly product distribution and inventory data from all the large plasma fractionators and recombinant plasma protein manufacturers that supply
the US, explained Mark Weinstein, PhD, senior advisor for scientific affairs of the Office of Blood Research and Review at FDA’s Center for Biologics Evaluation and Research. By this mechanism, FDA
receives the monthly data from each of the companies and aggregated data, and PPTA receives the aggregate data of product distribution with a three-month lag.
“The distribution information that we get now, which also includes inventories in control of manufacturers, is extremely useful and should continue. Information about potential interruptions in manufacturing
would, of course, be useful as well,” said Dr. Weinstein. More information about FDA’s position on these
types of drug shortages is available at http://1.usa.gov/KuAsXx.
The House and Senate are expected to begin the conference committee process to reconcile differences in
their respective bills and set up quick votes in both chambers for final passage. House and Senate leaders
have set a goal of delivering the final bill to President Obama on July 4. PDUFA was created in Congress
in 1992 and must be reauthorized every five years. The current program is in its fourth cycle and will
expire on Sept. 30, 2012, unless Congress reauthorizes it.
(continued on page 6)
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PDUFA Early Reporting System (continued from page 5)
For more information or to take action on this issue, please visit http://bit.ly/L7v5LY. The American
Hospital Association, American Medical Association (AMA), and 18 other organizations representing
clinicians, hospitals, and patient advocacy groups sent recommendations to the House and Senate for
merging their respective versions of PDUFA, supporting the early reporting requirement and urging Congress to include biologics. More information about AMA’s stance is available at http://bit.ly/MRGAHw.
(Source: ASH press release 5/31/12; ASH advocacy alert, 6/12/12; PPTA Comments to FDA, 5/29/12;
AMA Comments to PDUFA Reauthorization Conferences, 6/7/12)
– Betty Klinck, bklinck@americasblood.org 

Reminder: Cellular Therapy Alliance Webinars Approaching
Don’t forget to add one of the upcoming Cellular Therapy Alliance webinars to your calendar! The
webinars will explain why organizations dealing with cellular therapies should join the CTA as a
founding member, the benefits, and what it will take to join. The CTA will be the first international
business alliance for not-for-profit organizations focused on cell therapies. The first webinar is set for
June 18 at 2 p.m. EDT US (8 p.m. CEST) and the second is on June 25 at 9 a.m. EDT US (3 p.m.
CEST). See ABC Newsletter 6/1/12 for login information or contact Miriam Bolaños at
mbolanos@americasblood.org for details.

SICKLE CELL DISEASE ASSOCIATION OF AMERICA, INC
& THE FOUNDATION FOR AMERICA’S BLOOD CENTERS
P R E S E N T

T H E

Thursday, September 27th, 2012
Baltimore Marriott Waterfront Hotel,
Baltimore, MD
Featuring
Representative Jesse Jackson, Jr.
Co-Chair
For more details please visit

www.annualgala.com
The Foundation For

America's Blood Centers
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A Word From The FABC
Jodi Zand

Celebrating Dads
In my opinion, dad’s get a bad rap in the media. There are so many commercials showing a frazzled father trying to calm a screaming, dirty, baby while the house is a mess, just to have mom come sweeping
in to save the day. There are television shows that continue to portray a Homer Simpson-type, self absorbed, “king of the castle” father. This character is completely outdated and not at all representative of
the modern day father.
I know dads from all walks of life: stay-at-home dads, single dads, and working dads. I know just as
many dads as I do moms at my son’s daycare, and they are all involved, caring fathers who know just as
well as the moms do whether their preschooler held the job of line leader or napkin holder for the week.
My dad worked swing shifts at a steel mill when I was growing up, yet always managed to trade shifts so
he never missed a band concert, dance recital, or any other important childhood milestone (even though I
can assure you it was pretty clear from the beginning I wouldn’t be gracing a Broadway stage for a living). He taught me the important things in life, like sometimes all you need is a nice sunny day and a
great song blaring on the radio for everything in the world to seem just fine. Or that making fish faces
over Skype with my son Oliver can instantly bridge the miles between us.
My husband, David, is a fabulous dad. When I left Oliver with him just last week, I didn’t come home to
total chaos, instead, I received periodic pictures on my phone of them turning themselves into pirates,
causing me to have fits of giggles at the grocery store with each buzz of a new text message.
The dad of the young woman in Georgia who is fighting a flesh eating disease isn’t walking around helplessly; he is taking action and organizing blood drives at her campus. He is fighting relentlessly for his
child, like most dads would.
Then there is my friend Erik. I met Erik more than seven years ago at a party. At the time, I was wearing
one of those popular red “Give Blood” wristbands. He called my name to get my attention, and when I
looked over; he held his red-wristband-clad arm up in a show of solidarity. Erik has donated 136 pints of
blood. I asked him if being a father had anything to do with his passion and commitment and he said,
“Absolutely. As soon as I got that green dot on my New York Blood Center donor card signifying CMV
negative factor, I have not missed an eight-week appointment in over twenty years.” Twenty years!
So, before you buy dad another tie or gadget this Father’s Day, take a moment to reflect on what dads
bring to our lives. Even if memories of your father are all you have left, spend the day celebrating them.
Whether you celebrate Father’s Day at a baseball game or golf course, at a cookout, or flipping through
old photos, why not also consider giving the ultimate gift of life and donating blood with your dad or in
his honor. He’d do it for you in a heartbeat, and that’s a gift that beats another tie any day.
If you would like to donate to the FABC through a campaign in honor of your father, please visit
http://bit.ly/LnESvK, or to give the gift of life this Father’s Day, you can visit http://bit.ly/aeTZEV to find your local
blood center.
Jodi Zand is the Foundation for America’s Blood Centers’ director of Fund Development. You can reach her at
jzand@americasblood.org. 

ABC Newsletter

-8-

June 15, 2012

INSIDE ABC
ABC Announces Employee Training & Development Webinar
America’s Blood Centers’ Member Employee Training and Development Committee has announced an
upcoming webinar titled “Creating a Training Video on a Shoestring Budget: Using the Advanced Features of Microsoft PowerPoint 2010.” The webinar is scheduled for July 11 from 3 to 4 p.m. EDT.
This webinar will familiarize centers with the capabilities of Microsoft PowerPoint 2010 for use in creating presentations and videos to enhance training, continuing education, and other center programs. The
webinar will feature a talk from Sara E. Colvin, the education & training specialist at LifeShare Blood
Centers, who will provide tips and tools for creating effective PowerPoint presentations. The webinar will
close with a question and answer session.
P.A.C.E. credits will be offered. Webinar login and call-in details can be found in MCN 12-082 at
http://members.americasblood.org/go.cfm?do=FileCenter.List&category=MCNs. Questions may be directed to Toni Mattoch at tmattoch@americasblood.org.

Save the Date: ABC’s IT & Benchmarking Workshop Set for Fort Lauderdale
America’s Blood Centers will hold this year’s IT & Benchmarking Workshop in sunny Fort Lauderdale,
Fla. from Sept. 19 to 20 at the B Ocean Fort Lauderdale.
The IT & Benchmarking Workshop will provide an opportunity for members to discuss current and upcoming information technology (IT) related topics. The workshop, aimed at senior and mid-level
managers, including chief information officers and IT professionals, will particularly focus on ABC
members’ current IT initiatives, such as IT security technologies, business intelligence and forecasting,
cloud computing, and social networking.
Early bird registration opens on July 25 for $375 and regular registration begins on Aug. 4 for $425. Hotel reservations can be made online now at http://bit.ly/LkgN97 or by calling 888-66-BHotels. Questions
about the program may be directed to Kellie Kerr at kkerr@americasblood.org or Lula Jembere
ljembere@americasblood.org. More information about the program will be coming soon!

Save the Date: ABC Supply Chain Management Workshop
America’s Blood Centers has announced its first-ever Supply Chain Management Workshop to be held
in San Antonio, Texas, from Dec. 3 to 4, co-hosted by Qualtex Laboratories and GSABC. Attendees will
join their ABC colleagues for two days of discussions and networking on supply chain management
issues. Guests will also learn how to best navigate the supplier world and share best practices in the costcutting age, gather new knowledge, and discover new ways to improve the efficiency of blood center
operations. Early bird registration begins on Sept. 19 for $375 and regular registration opens on Sept. 29
for $425. The program will be released in September, and hotel information will be released shortly.
Contact Abbey Nunes at anunes@americasblood.org to learn about sponsorship opportunities.
INSIDE ABC (continued on page 9)
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INSIDE ABC (continued from page 8)

ABC Requests Cases for MMR Session at ABC Medical Directors Workshop
America’s Blood Centers is inviting attendees of its Medical Directors Workshop on Saturday Aug. 4 in
Buffalo, N.Y. to present a case at the Morbidity & Mortality Rounds session that afternoon. The Medical
Directors Workshop is part of ABC’s 50th Interim Meeting taking place from Aug. 3 to 6 (see page 1).
ABC is soliciting interesting or unusual cases involving all aspects of blood banking from the donor room
to the hospital. These can include donor reactions, transfusion complications, and “new” indications for
therapeutic apheresis, etc. Participants will have the chance to receive real-time input from their colleagues. The session allows 5 to 10 minutes for presentation and discussion of each case, depending on
the number of cases submitted.
Those interested in presenting a case at the workshop may contact Gary Levy, MD, at (318) 673-1463 or
glevy@lifeshare.org. 

BRIEFLY NOTED
Congressional Democrats – and one independent – are lending their support to a Department of
Health and Human Services pilot study to review the current lifetime blood donation ban on men
who have sex with men (MSM), reported Modern Healthcare’s “Window to Washington” blog. Two
years ago, Sen. John Kerry (D-Mass.) and Rep. Mike Quigley (D-Ill.) sent a letter to HHS about this issue
and have led an effort to overturn the policy, imposed to protect the blood supply in the 1980s in response
to the AIDS epidemic. HHS’s Advisory Committee on Blood Safety and Availability discussed the issue
in 2010, concluding that the current MSM lifetime deferral is suboptimal, but that more research is needed to explore other deferral possibilities. The Food and Drug Administration’s Blood Products Advisory
Committee discussed at a meeting in May the ongoing HHS studies to determine whether the MSM policy can be changed to permit certain low-risk gay men to donate without compromising the safety of the
blood supply. In a press release, Rep. Quigley said “Patients across the country desperately need lifesaving blood transfusions, yet perfectly healthy would-be donors are turned away based solely on sexual
orientation. Equality for the (lesbian, gay, bisexual, and transgender) community is closer than ever but
outdated and discriminatory policies like this must evolve to match enhancements in technology.” Rep.
Quigley refers to more advanced donor screening tests that have significantly reduced the risk of acquiring HIV or hepatitis C virus from a blood transfusion; those two diseases are more prevalent among gay
males. Along with Rep. Quigly and Sen. Kerry, Democratic Sens. Michael Bennett (Colo.), Mark Udall
(Colo.), Frank Lautenberg (N.J.), Carl Levin (Mich.), Maria Cantwell (Wash.), Jeanne Shaheen (N.H.),
Kirsten Gillibrand (N.Y.), Daniel Akaka (Hawaii), Mark Begich (Alaska) and Patty Murray (Wash.), as
well as independent Sen. Bernard Sanders, co-signed a letter to HHS Secretary Kathleen Sebelius supporting lifting the MSM ban. The lawmakers also urged the agency to examine ways to distinguish highrisk MSM from low-risk MSM as to avoid deferring low-risk, healthy, and viable donors from giving
blood. The legislators suggest adding a question about whether the donor is in a monogamous relationship, but experts in the blood community have found vast variability in whether donors are always honest
and accurate in answering donor questionnaires. (Source: Modern Healthcare “Window to Washington”
blog, 6/13/12)
BRIEFLY NOTED (continued on page 10)
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BRIEFLY NOTED (continued from page 9)
A new diagnostic tool being developed by the National Institutes of Health’s National Institute of
Allergy and Infectious Diseases (NIAID) could help to better diagnose prion diseases before they
become fatal. According to a recently published NIAID research summary, the test performed better than
existing tests in a new study of sporadic Creutzfeldt-Jakob disease (sCJD). Prion disease, also known as
transmissible spongiform encephalopathies, are difficult to diagnose, untreatable, and ultimately fatal.
Normally prion protein molecules exist harmlessly in mammals, but for reasons not fully understood,
these molecules can develop abnormalities and gather in clusters. Scientists have associated the accumulation of these clusters with tissue damage that can leave microscopic sponge-like holes in the brain. Prion
diseases include sCJD and variant Creutzfeldt-Jacob disease (vCJD) in people and bovine spongiform
encephalopathy or “mad cow” in cattle. Of particular concern in the blood community has been the
transmission of vCJD through blood transfusions, although there have been few reported cases of transfusion transmission of vCJD. Because animals and people can be infected for years before clinical signs or
symptoms appear, NIAID scientists are developing a rapid and sensitive screening tool to detect prion
diseases to help prevent spread of the disease. In the recent study, NIAID scientists, working with colleagues in the UK, used real-time quaking induced conversion (RT-QulC) to test for sCJD in 226 cerebral
spinal fluid samples. Of these, 122 samples were from confirmed sCJD patients and 104 samples were
normal. RT-QulC was 89 percent sensitive and 99 percent specific in diagnosing sCJD. RT-QulC was
developed by the laboratories of Bryon Caughey, PhD, of NIAID, and Ryuichiro Atarashi, MD, PhD, a
former NIAID post-doctoral fellow in Dr. Caughey’s lab. Scientists believe that early diagnosis of prion
diseases may enable physicians to treat and prolong the life of CJD patients. Presently, by the time that
physicians diagnose a human prion disease, it has progressed too far for effective treatment. The research
group will focus additional studies in two areas: using blood as a test sample instead of cerebral spinal
fluid and using a next-generation testing method known as enhanced quaking-induced protein conversion,
which in preliminary studies has been more sensitive than RT-QulC. More information about this research is available at http://1.usa.gov/NifIBC. (Source: NIAID research summary, 6/1/12)
Pundits, political observers, and odds-makers have been all atwitter this week speculating about
when and how the US Supreme Court will rule on the Individual Mandate and other provisions of
the Patient Protection and Affordable Care Act (ACA). Some high court reporters have predicted that
the ruling may come as early as today (6/15/12). But regardless of how the ruling comes down, healthcare
reform seems to be taking on a life of its own. At least 14 states have taken steps to institute health insurance exchanges, and at least three major US insurers have announced that they plan to preserve several
provisions of the ACA, regardless of the ruling on constitutionality. UnitedHealth Group, Humana, and
Aetna all announced that they would continue to allow young adults to remain on their parents’ policies
until they turn 26. They also promise to fully cover some types of preventive care without requiring copayments and to continue simplified appeals processes for policyholders who don’t agree with claims
determinations. “The protections we are voluntarily extending are good for people’s health, promote
broader access to quality care, and contribute to helping control rising health care costs,’’ Stephen J.
Hemsley, president and CEO of UnitedHealth Group, said in a statement. “These provisions make sense
for the people we serve, and it is important to ensure they know these provisions will continue.” However, Cigna, another major company, said it wants to see the high court ruling before committing to
maintaining any of the protections in the healthcare reform law. “Cigna believes in respecting the court’s
process,’’ company officials said in a statement. “We remain focused on our global customer programs,
and are prepared to proceed as appropriate on behalf of our customers when the court deliberations reach
their conclusion.” (Sources: CQ HealthBeat, 6/11/12; Politico, 6/12/12) 
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REGULATORY NEWS
The Food and Drug Administration’s Center for Biologics Evaluation and Research recently approved the biologics license application for Gen-Probe’s Procleix Ultrio Plus Assay for HIV-1
and/or hepatitis C virus and/or hepatitis B virus, according to an FDA approval letter issued May
25. This assay is a qualitative in vitro nucleic acid amplification test (NAT) for use on the Procleix Tigris
System to screen for HIV-1 RNA, hepatitis C virus RNA, hepatitis B virus DNA in plasma and serum
specimens from individual human donors, including donors of whole blood, blood components, and
source plasma, and from other living donors. It is also intended for use in testing plasma and serum specimens to screen organ donors when specimens are obtained while the donor’s heart is still beating, and in
testing blood specimens from cadaveric donors. It is also intended for use in testing pools of human plasma comprised of equal aliquots of no more than 16 individual donations from donors of whole blood,
blood components, and source plasma. The assay is intended to be used in conjunction with licensed tests
for detecting antibodies to HIV-1, hepatitis C, and hepatitis B core antigen, and with licensed tests for
hepatitis B surface antigen, said the letter. The assay is not intended for use on cord blood specimens or
for use as an aid in diagnosis of infection with HIV-1, hepatitis C virus, and hepatitis B virus. The approval letter is available at http://1.usa.gov/KJQ7LY. (Source: CBER approval letter, 5/25/12)
The Food and Drug Administration has released a draft guidance titled “Amendment to ‘Guidance
for Industry: Revised Preventive Measures to Reduce the Possible Risk of Transmission of
Creutzfeldt-Jakob Disease and Variant Creutzfeldt-Jakob Disease by Blood and Blood Products.”
The draft guidance proposes amendments to labeling recommendations for plasma-derived products, including albumin and products containing plasma-derived albumin in the guidance document titled
“Guidance for Industry: Revised Preventive Measure to Reduce the Possible Risk of Transmission of
Creutzfeldt-Jakob Disease (CJD) and Variant Creutzfeldt-Jakob Disease (vCJD) by Blood and Blood
Products,” dated May 2010. The draft guidance proposes these amendments to reflect current knowledge
of vCJD transmission through blood. In October 2010, FDA sought advice from the Transmissible Spongiform Encephalopathies Advisory Committee on the proposed recommendations to reflect the potential
risk of vCJD in plasma-derived products. The committee unanimously agreed that labeling for the potential risk of vCJD is warranted for plasma derivatives, including albumin and products containing albumin.
FDA has proposed specific labeling language to indicate the theoretical risk of vCJD transmission for
plasma-derived products other than albumin, plasma-derived albumin, and products that contain plasmaderived albumin. When finalized, the revised labeling recommendations will be incorporated into the
2010 CJD/vCJD guidance. Comments must be submitted by Sept. 10 either electronically at
www.regulations.gov or via mail to the Division of Dockets Management (HFA-305) , FDA, 5630 Fishers Lane, Rm. 1061, Rockville, MD 20852. More information is available in the Federal Register notice
at http://1.usa.gov/NmcMoS. The guidance document is available at http://1.usa.gov/LRFM4I. (Source:
FDA draft guidance, 6/1/12; Federal Register, 6/11/12)
The Food and Drug Administration is delaying by three months a decision on whether to approve a
drug for preventing HIV, reported The Washington Post on June 8. FDA’s decision about the drug,
Truvada, made by Gilead Sciences, was expected by June 15. However, the decision was pushed back to
give the agency more time to review a new Gilead plan to limit the risks to healthy people taking the
drug, Cara Miller, a company spokeswoman, said last week. If approved, Truvada would become the first
drug marketed for the prevention of HIV. FDA will now make a decision by Sept. 14. In May, an FDA
committee recommended that the agency approve Truvada for HIV prevention in specific high-risk
groups, including gay men who have sex with men and partners of those infected with HIV. After the
meeting, FDA asked Gilead to revise its risk-management plan for the drug, Ms. Miller told The Washington Post. During the May meeting, FDA advisers wrestled with safety issues, including fears that men
REGULATORY NEWS (continued on page 12)
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taking the drug would see it as an excuse to stop using condoms, and worries that healthy people would
not take the drug daily as prescribed. The biggest safety concern was that people already diagnosed with
HIV will take the drug, a scenario that can trigger drug-resistant, difficult-to-treat HIV. An HIV-testing
plan to ensure that those given Truvada are negative for the virus is “pivotal,” Mitchell Warren, executive
director of AVAC, an AIDS advocacy group. The Washington Post article is available at
http://wapo.st/JSqoRP. (Source: The Washington Post, 6/9/12)
Food and Drug Administration researchers are playing an active role in developing a candidate
vaccine to protect populations and blood supplies from Leishmaniasis, reported FDA in a research
summary online. Leishmaniasis is caused by the parasite leishmania, which hijacks the immune system
for its own purposes, disrupting the ability of the immune system cells to communicate with each other
and launch an effective counterattack against infection. Leishmaniasis causes skin sores and liver and
spleen damage, and the most serious form of the disease, called visceral leishmaniasis, is potentially fatal
if left untreated. There are more than 12 million individuals in tropical and subtropical regions of the
world with the disease, which causes about 50,000 deaths each year. The parasite spreads among humans
through the bite of the sand fly, and can also be transmitted through blood transfusions from infected
individuals. An outbreak among US troops returning from Iraq in the 1990s temporarily led to deferral of
those individuals as blood donors. Recent studies have also shown that due to climate change, there is an
increased risk of spreading the pathogen by the sand fly vector in the northern part of the US. There are
also occasional cases of infection in the southwestern US. There is currently no effective vaccine available against leishmaniasis, and chemotherapy treatment that have hindered the parasite’s resistance are
highly toxic over a long period of time. According to FDA researchers and their colleagues, vaccines
made from selected constituents of the parasite have failed thus far to provide adequate protection from
the parasite, but people who recover from infection with this protozoan develop a life-long protection.
Therefore, in order for the vaccination to be effective, it might need to mimic a true infection by using a
live but weakened parasite, FDA scientists suggest. The researchers have created several genetically modified versions of the leishmaniasis parasite, leishmania donovani, and studied them in test tube
experiments in the lab. They have also have found one version of the genetically modified parasite to be
safe and effective in protecting against the disease in mice. FDA researchers are now focusing on developing realistic animal models of the disease to test the efficacy of genetically altered live-attenuated
leishmania parasites as vaccines. More information about this research can be found at
www.fda.gov/BiologicsBloodVaccines/ScienceResearch/ucm307266.htm. (Source: FDA Vaccines, Blood
& Biologics science and research summary, 6/7/12) 

INFECTIOUS DISEASE UPDATES
DENGUE VIRUS
Sanofi, a drug company in France, is set to release results in September from a key trial among children in
Thailand of a possible vaccine for dengue virus that would set it on course to market the vaccine in some
countries by 2015, reported Reuters on June 6. The vaccine could prevent an estimated 100 million cases
of dengue virus a year, reported Reuters. Dengue virus is a mosquito-borne virus transmitted to humans
by a bite from an infected mosquito. Dengue symptoms can range from asymptomatic to mild febrile
illness, to life-threatening hemorrhagic fever, to shock and death. A greater than fourfold increase in dengue cases has been reported to the World Health Organization over the past three decades and
approximately 50 million dengue illnesses occur annually throughout much of the tropical world. The US
Army has been funding efforts to create a vaccine for many years and most recently has been pursued in
INFECTIOUS DISEASE UPDATES (continued on page 13)
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partnership with GlaxoSmithKline, but now Sanofi seems closest to offering a viable treatment. Sanofi
has poured a vast amount of money into developing this vaccine and a new dengue vaccine factory near
Lyon, France. Results from the Phase IIb trial to test the vaccine’s efficacy on 4,000 Thai children will
tell whether these investments have been worthwhile for the company. If the data proves the vaccine to be
safe and effective, Sanofi will file for market approval in countries where dengue is endemic, like Australia, Malaysia, Singapore, Thailand, and Mexico in 2013, suggesting a regulatory green light in 2014
and a commercial launch in early 2015, reports Reuters. More information is available at
http://reut.rs/Lp4DKn. (Source: Reuters, 6/6/12) 

STOPLIGHT®: Status of America’s Blood Centers’ Blood Supply
Percent of Regional Inventory at
2 Days Supply or Less, June 13, 2012
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Fenwal Seeks Nominees for Donation Hall of Fame
For more than a decade, Fenwal, a global blood technology company, has partnered with blood centers
through the Donation Hall of Fame to celebrate individuals who have shown an extraordinary support
for blood donation. Fenwal is inviting blood centers to nominate a donor or another individual who has
demonstrated an unwavering commitment and passion for blood donation. Anyone can submit a nomination and there is no limit to the number of nominations per blood center. However, a person may only
be inducted into the Donation Hall of Fame once. Fenwal encourages those interested to submit nominations by July 1. Nominations can be made at http://fenwalinc.com/Pages/NominationForm.aspx.
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MEMBER NEWS
Florida’s Blood Centers (FBC) is hosting 13 blood drives during the first week of the Be a Hero
Bike Tour 2012, a 1,000-mile bike ride from Florida to Washington D.C. to raise awareness about
the need for blood donation, FBC reported in a press release. The Scott Van Duzer Foundation and
the Boys and Girls Club of St. Lucie County, Fla. are teaming
up not only to advocate blood donation and coordinate blood
drives along the way, but also to educate young people about
the importance of blood donation (see ABC Newsletter,
4/13/12). The Van Duzer Foundation is a Florida-based organization that provides support for families in St. Lucie County that have been hit with financial and personal hardship due to an unexpected crisis or tragedy. Larry Frederick, a long-time blood donation advocate
and founder of the Life Across America blood donation bike ride, will also be riding along in the Be a
Hero Bike Tour. The cyclists consist of four Boys and Girls Club youth members lead by Van Duzer
Foundation President Scott Van Duzer. The bikers began their ride on June 11 in West Palm Beach, Fla.
and will finish in Washington D.C., where members of the US Surgeon General’s Office are scheduled to
ride the last 50 miles with them. The first blood drive held on the Be a Hero Bike Tour was held on June
14 at FBC’s Melbourne, Fla. location. More information about the tour’s stops in Florida, along with
videos, is available at http://floridasbloodcenters.org/biketour. Mr. Frederick is also posting details about
the groups’ route and stops on his website at http://bit.ly/LXzm1S. (Source: FBC press release, 6/12/11)

PEOPLE
Diane de Coning left her position as a blood donor management consultant at the Safe Blood for Africa
Foundation and became a donor recruitment and collections expert for
AABB’s International Technical Assistance team on June 1, AABB announced to the ABC Newsletter. Ms. de Coning will be working with the
National Blood Transfusion Services that AABB provides technical assistance to in Africa. These efforts include developing and delivering training
and assistance in the implementation of policies and the standard operating
procedures of the recruitment and blood collection from voluntary nonremunerated donors. She will conduct workshops to update recruitment
guidelines, activate donor recruitment clubs, review and update information
education and communication materials for blood centers, develop blood
donor recognition systems, and establish public-private partnerships to encourage blood donation. AABB currently provides blood safety technical
assistance to six countries in Africa and two countries in Asia, funded by
the US President’s Emergency Plan for AIDS Relief (PEPFAR). (Source: AABB submission to ABC
Newsletter, 6/13/12) 

Correction
In last week’s (6/8/12) ABC Newsletter on page 4, in the article titled “FDA Report Shows Decrease in
TRALI-Related Deaths,” we provided incorrect percentages for the rates of hemolytic transfusion reactions
(HTRs) and non-ABO hemolytic transfusion reactions in combined fiscal year 2007 to 2011. The correct rates
are: 30 percent of reported fatalities were attributed to HTRs during this time, and 20 percent of fatalities
were attributed to non-ABO HTRs. We apologize for this error and thank our readers who bring these issues
to our attention.
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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 $390 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.

POSITIONS AVAILABLE:
Clinical Laboratory Scientist – Adv Immunohematology Reference Laboratory. The Immunohematology
Reference Laboratory of Hoxworth Blood Center is
seeking a lead technologist to assist in supervising the
daily work load of an AABB accredited Immunohematology Reference Laboratory. Duties include assisting in
the development and revision of procedures, resolving
complex serological problems, evaluating and interpreting test results, developing and performing reagent
evaluations and special studies, maintaining rare blood
inventories, evaluating and performing quality control
procedures, organizing and presenting technical and
theoretical instruction to new employees and student,
computerized data entry and retrieval functions, communicating effectively with individuals in and outside
the department and participating in on-call duty. This
position requires a strong commitment to quality patient
care, a customer focus, and good leadership skills. The
ideal candidate will have SBB (ASCP) certification and
experience in resolving complex immunohematology
serological problems. Word, Excel and Access experience is desired but not necessary. Minimum
Qualifications: bachelor’s degree and SBB (ASCP); or
bachelor’s degree and MT (ASCP), BB (ASCP) with
two years of laboratory-related experience; or bachelor’s
degree in biological science or related field with three
years of laboratory-related experience. Interested candidates apply online for Position Number, 212HX1075 at
www.jobsatuc.com. For more information about
Hoxworth Blood Center, visit the website at
www.hoxworth.org.
Hospital Services Manager. The Blood & Tissue Center of Central Texas, located in Austin, is seeking an
experienced Manager for the Hospital Services department. This position will oversee supervision of
department operations, ensure compliance with all applicable protocols and policies, and serve as subject
matter expert; interview, hire, directly supervise, and
develop staff; evaluate inventory and projections daily
to ensure sufficient quantity and variety of blood products; maintain adequate operational supply levels;
project production usage/needs and establish daily and
long-range product levels for BTC service area; maintain appropriate inventory expirations; manage resource
sharing of blood products to meet center goals; review
and update procedural documents in accordance with
approved schedules; manage various projects to include
draft/revision of SOPs and participating in Change
Control Process. At least four years production and

process control experience in a biologic and/or GMP
environment is required, preferably in a blood center
with a minimum of four years of supervisory/management experience. College degree in a related
scientific field (MT, MLT, RN, LVN) is preferred (five
to seven years in a blood bank/center hospital services
department may substitute for college degree). At least
two years of inventory control experience required.
Must have knowledge of cGMP requirements and FDA
regulations. To apply, applicants can visit
www.inyourhands.org.
Director, Donor Recruitment (Kansas City, MO). For
over 50 years The Community Blood Center, a not-forprofit organization, has been the supplier of blood to all
area hospitals. The Director is responsible for the overall
planning/development/implementation of blood recruitment activities. The Director ensures adequate blood
inventories by evaluating/projecting/meeting blood
collection goals by training/managing/motivating donor
recruitment representatives to make contact with businesses/ churches/ schools to recruit them to hold mobile
blood drives. This position educates/communicates with
customers and general public about the need for blood/
local blood program/ blood donations. Must provide
outstanding customer service/ promote positive image of
the Blood Center. Requirements: Minimum Associate’s
Degree in Business/ Marketing/ Public Relations/ Communications/ related field or equivalent experience; five
years sales or marketing experience/management experience. Skills and knowledge exceptional ability
training/motivating/managing staff and presentation
skills. Excellent sales/customer service skills and organizational skills. Ability to relate to diverse custome r
group, communicate effectively verbally and in writing
with customers and employees, multi-task, solve problems/work independently, write routine reports and
correspondence and prepare annual budget/monitors
expenditures. Advanced computer skills. As a federal
contractor, we require ALL applicants to complete
online
application
at:
www.savealifenow.org.
EEO/AA/M/F/D/V
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Technical
Manager
(Medical
Technologist).
LifeSouth Community Blood Centers, located in
Gainesville, Fla. has an immediate opening for a Technical Manager (Medical Technologist) in Huntsville,
Ala. This position is responsible for managing production through subordinate coordinators and staff, with full
accountability for costs, methods, personnel, quality,
inventory, and distribution. Responsibilities include, but
are not limited to: communicate with all levels of the
organization regarding the processes, issues, risks and
other pertinent information in order to maintain high
standards and to ensure adequate and safe blood supply;
oversee departmental equipment validation, repair,
replacement and acquisition maintaining departmental
budget constraints; review of quality control results and
taking any remedial action required; enforce existing
regulation and accreditation requirements for production
of blood components; coordinate activities of and provide technical assistance to other departments of the
blood bank; and act as technical liaison to hospitals as
needed. Bachelor’s degree in science related field or
equivalent required. Medical Technologist (ASCP, SBB
certified strongly preferred, however experience may be
considered equivalent). Relevant experience in transfusion services and/or laboratory blood banking required.
This is a full-time position. Salary range $55,000 $60,000. Background check and drug test required.
Equal Opportunity/Affirmative Action Employer/DFWP/Tobacco Free. Please click on the link to
apply: https://home.eease.adp.com/recruit/?id=521528.
Laboratory Technician #568/Laboratory Technologist #569. Inland Northwest Blood Center, located in the
beautiful Pacific Northwest, is seeking a full-time Laboratory Technician or Laboratory Technologist to join
our committed team of professionals in performing
serologic investigations and routine/emergency immunohematology. Position is scheduled night shift
(11:00 p.m. – 7:30 a.m.). Experience in laboratory
work/blood banking desirable; ability to lift up to 25
pounds frequently/up to 50 pounds occasionally; and
Laboratory Technician: *MLT(ASCP) or equivalent
training and licensure; Laboratory Technologist: bachelors of science degree and certification as *MT (ASCP)
or equivalent. *Current students of an accredited program who will obtain licensure within six months may
also apply. Complete position description available upon
request (800) 423-0151, Ext. 4247. Competitive compensation/benefits package; applicants must send/fax a
completed INBC Application Attn: Human Resources,
INBC, 210 W Cataldo Ave, Spokane, WA 99201; FAX
(509) 232-4530; position open until filled. Applications
are available on our website at www.inbcsaves.org.
EEO/AA
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Donor Services Supervisor #570 (Days, May Include
Some Evenings/Weekends). Inland Northwest Blood
Center, located in the beautiful Pacific Northwest, is
seeking a full-time experienced supervisor with superior
customer service/people skills to supervise, direct, and
develop collections staff assigned to mobile drives or
fixed sites; strong teambuilding and communication
skills and the ability to motivate a diverse group in a
highly structured environment. High School graduate/equivalent; three year’s related experience in a
medical/healthcare position; two years previous experience as supervisor/lead/project coordinator; working
knowledge of the operational aspects of a blood center;
medical healthcare training and/or certificate, or ability
to successfully complete required qualification and
training program; Health Care Assistant certification/ability to obtain; proficient computer skills; and
ability to lift 25 pounds frequently required. Competitive compensation/benefits package including tuition
reimbursement. Submit completed INBC Application to
Attn: Human Resources, INBC, 210 W Cataldo Ave,
Spokane, WA 99201; FAX (509) 232-4530; position
open until filled. Applications are available on our website at www.inbcsaves.org. (800) 423-0151, Ext. 4247.
EEO/AA
Chief Transfusion Safety Officer. Seattle’s Puget
Sound Blood Center is seeking an experienced Registered Nurse/Nurse Practitioner/Physician’s Assistant to
provide leadership for the Transfusion Safety and Blood
Management program, ensuring safe and appropriate
blood utilization for King County Hospitals. This includes providing oversight and evaluating current
programs, working with Medical Director to develop
new programs, establishing and maintaining PSBC
policies and protocols and providing nurse/physician
education in area hospitals. The Chief Transfusion Safety Officer will manage a team of Transfusion Safety
Officers working in King County Hospitals. Requirements include: bachelor’s degree in Nursing, advanced
Nurse Practitioner or Physician Assistant degree highly
preferred. Must have current WA State RN/NP/PA
license and seven years experience in leadership roles in
nursing and/or transfusion therapy; be able to write
procedures; deal calmly and effectively with stressful
situations; experience in providing education for health
professionals; knowledge or prior experience with transfusion administration; and self-motivation and ability to
function independently. This position is full-time, exempt level work requiring schedule flexibility and
frequent regional travel. Salary DOE. Interested candidates should send their resume and cover letter to:
Email: HumanResources@psbc.org Job #6741ABC.
More information at www.psbc.org. Position open until
June 27, 2012. 

