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Studies Provide Insight into FDA Drug Approval Process 

The path from early clinical trials to Food and Drug Administration approval for 
new drugs or therapies is long and costly for application sponsors – it takes an 
estimated eight years from initial clinical testing for a product to reach FDA ap-
proval, and only 1 in 6 drugs entering clinical trials are ultimately approved. As 
FDA becomes more transparent, those developing new drugs and therapies are 
becoming more aware of the elements necessary to reach FDA approval.  
 
Two articles in the Journal of the American Medical Association highlight some 
of the attributes of drugs or therapies that were denied FDA approval, as well as 
elements of clinical trials that supported FDA approval of novel therapeutic 
agents. Leonard V. Sacks, MBBCh, of FDA’s Center for Drug Evaluation and 
Research (CDER), suggests that many new drug applications fail to gain FDA 
approval due to potentially preventable problems, such as failure to select optimal 
drug doses and suitable study endpoints.  
 
A second study conducted by Joseph S. Ross, MD, of Yale University School of 
Medicine, and colleagues, contends that the quality of clinical trial evidence used 
by FDA for recent approvals of novel therapeutic agents varied widely across 
indications. This could have important implications for physicians and clinicians 
who may not fully understand the variation in clinical evidence supporting new 
drugs, and may make the assumption that all drugs approved by FDA are held to 
the same safety and efficacy standards.  
 
“One important commonality of these ... articles ... is that they were made possible 
by a degree of increased openness at the FDA. Drugs@FDA [a public database 
listing regulatory actions] is becoming more usable and complete, FDA staff 
might not have published data about unapproved drugs in an earlier era, and the 
FDA is currently exploring ways to share individual-patient data from clinical 
trials ... ,” wrote Steven N. Goodman, MD, of Stanford School of Medicine, and 
colleagues in an accompanying editorial. ABC members benefited from this in-
creased openness at a recent Medical Device Data Systems (MDDS) Workshop 
held in Washington, D.C., where FDA representatives provided useful insight into 
how the agency applies MDDS regulations (see ABC Newsletter, 1/17/14). 
 
What Causes FDA to Deny Approval of a New Drug? Resubmission of failed 
applications for approval of new drugs is costly and hinders patient access to new 
and potentially life-saving therapies. Dr. Sacks and colleagues investigated what 
factors led FDA to delay or deny marketing approval for new drugs, thereby 
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OUR SPACE 
 
 

FABC Director of Fund Development Jodi Zand 

Get Out of the Cold and Onto the Course 

As much of the country continues to endure what seems like one polar vortex after another, many of us are 
holding out hope that Punxsutawney Phil does not see his shadow. However, instead of relying on a rodent to 
bring sunny weather, you should set your sights on the ABC Annual Meeting and Links for Life Golf Tour-
nament in sunny Palm Springs, Calif. this March! Not only will you get out of the cold, but you will have the 
opportunity to support the Foundation for America’s Blood Centers (FABC) and have a great time golfing at 
one of the top golf destinations in the world. 

This year’s tournament, sponsored by Blood Systems and LifeStream, will take place on Saturday, March 22 
at Desert Willow Golf Resort in Palm Desert, Calif., named one of Golfweek’s Best Municipal Courses in 
2013 and recipient of a 2013 Trip Advisor Certificate of Excellence. With the Institute for Transfusion Medi-
cine again generously sponsoring the attendance of two PGA players, a chance to win a brand new car for a 
hole in one, and contests for longest drive and closest to the pin (even two mulligans to increase your odds) – 
this tournament should not be missed. 

The event will kick off with a reception on Friday, March 21 at the Omni Rancho Las Palmas Resort to give 
golfers and sponsors a chance to mingle, network, and get the competitive juices flowing for the tournament. 
On Saturday, the tournament will start with breakfast and end with lunch and awards. 

One blood center executive from each ABC member center is eligible to golf for free, with a special reduced 
rate for additional blood center employees. Golfers are also encouraged to invite spouses, friends, and family 
to golf at a discounted rate. For those interested, there are numerous sponsorship opportunities available to 
support the FABC. 

As Kevin Belanger, president and CEO of last year’s host blood center Shepeard Community Blood Center, 
says, “It’s not your golfing skill that’s important, but rather it’s the chance to build relationships with other 
executives and the vendors who support us, while raising money for the foundation. The past Links for Life 
tournaments allowed me to interact with individuals with whom I would not have met in a casual environment. 
I encourage you to put down the cell phone and tablet, pick up a golf club and support the FABC.” 

To register or sponsor, please go to http://bit.ly/L4L_2014. or contact Jodi Zand at jzand@americasblood.org.  

 
 
             
                  jzand@americasblood.org   
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FDA Drug Approval Process (continued from page 1)  
 
potentially preventing future sponsors from making similar errors. The researchers assessed 302 applica-
tions for new molecular entities (NMEs), ingredients never before marketed in the US, submitted to FDA 
between 2000 and 2012. They conducted a retrospective review of both publicly available FDA action 
letters and internal communications discussing application deficiencies identified by FDA. 
 
Of the 302 NME applications identified, 151 (50 percent) were immediately approved and 222 (74 per-
cent) were ultimately approved. Seventy-one applications required one or more resubmission before 
approval, with a median delay of 435 days following the first unsuccessful submission. Common traits of 
applications not approved after a first submission included uncertainties related to dose selection; choice 
of study endpoints that failed to adequately reflect a clinically meaningful effect; inconsistent results 
when differing endpoints were tested; inconsistent results when different trials or study sites were com-
pared; and poor efficacy when compared with the standard of care.  
 
The frequency of safety deficiencies was similar among never-approved drugs compared to those with 
delayed approval. However, efficacy deficiencies were significantly more frequent among the never-
approved drugs than those with delayed approvals. Efficacy deficiencies included the use of study popu-
lations that did not reflect populations likely to use the drug; unsatisfactory endpoints; inconsistent results 
for multiple predefined endpoints reported in clinical studies; and evidence of inadequate efficacy com-
pared with the standard of care. The most common safety concerns were adverse events. 
 
Despite safety concerns prior to approval, only one new molecular entity approved during the 12 years of 
their study was withdrawn for safety considerations (not including voluntary recalls), noted the authors. 
The editorial adds that drugs often stay on the market even when required postmarket safety studies are 
not conducted. “Caution is needed when attempting to use pharma and device studies to draw conclusions 
about FDA processes regulated by the Center for Biologics Evaluation and Review, but a previous study 
by Moore and Furberg found that only 31 percent of post-market studies for drugs had been fulfilled in 
the five-year period studied,” said ABC CEO Christine S. Zambricki, DNAP, CRNA, FAAN. “Post-
marketing surveillance will certainly be a major requirement for the follow-up on any pathogen reduction 
approvals, and may help determine the breadth of their adoption.” 
 
The authors conclude, “Failures late in drug development are costly, often involving the commitment of 
many study participants and personnel. It is advantageous to identify products that fail as early as possible 
in the development process to avoid these issues.” Interestingly, many of the identified deficiencies “can 
be ascertained before a phase 3 trial is conducted,” according to the editorial. “Manufacturing, dosing, 
and design issues are known before the trial starts and could be discussed with the FDA in advance.” 
Along those lines, Dr. Sacks and colleagues suggest early and frequent dialogue with FDA to address 
critical aspects of study design. 
 
What’s FDA Approval Process for Cell Therapies? These studies did not assess the FDA approval 
process for cellular therapies, which are approved through investigational new drug (IND) applications. 
The IND process is not as structured or uniform as that for pharmaceutical drugs and often varies from 
one therapy to another, said Shibani Pati, MD, PhD, an assistant investigator at Blood Systems Research 
Institute, who studies stem cell therapeutics in trauma and novel resuscitation modalities. “For us, it’s not 
so much about transparency – it’s about having a roadmap, and we don’t have it right now ... Nobody 
knows exactly what you need with a cellular therapy to get it through FDA,” said Dr. Pati.  
 
She added that it’s challenging to truly define a biological entity and its pharmacokinetic profile, as op-
posed to a pharmaceutical drug with a clear chemical structure. Creating potency measures that  

 
(continued on page 4) 
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FDA Drug Approval Process (continued from page 3) 
 
demonstrate a cellular therapy led to a given outcome in clinical trials poses yet another difficulty. There 
is, however, a light at the end of the tunnel – a paper published Stem Cells Translational Medicine Oct. 
17, 2012 by Ellen G. Feigal, MD, and colleagues seemed to suggest that FDA has acknowledged the need 
for a more structured regulatory pathway for cellular therapies. 
 
Quality of Clinical Trials Supporting Novel Therapeutic Agent Approval. Many Americans and phy-
sicians may assume that drugs approved by FDA are safe and do not recognize the variation in clinical 
evidence supporting approval. Dr. Ross and colleagues characterized the efficacy traits of “pivotal trials,” 
those which serve as the basis of FDA approval, for recently approved novel therapeutic agents.  
 
They conducted a cross-sectional analysis of FDA documents accessed through Drugs@FDA for all nov-
el therapeutic agents approved between 2005 and 2012. The trials were classified according to study 
design features often associated with the quality of the research, including randomization, blinding, com-
parator treatment, and trial endpoint. They also determined the number of patients, trial duration, and trial 
completion rates.   
 
Between 2005 and 2012, FDA approved 188 novel therapeutic agents for 206 indications on the basis of 
448 pivotal efficacy trials. The median number of pivotal trials per indication approved was two, but 74 
indications (representing 37 percent of applications) were approved after a single pivotal trial, despite the 
FDA requirement for a minimum of two randomized clinical trials. Most trials were randomized (89 per-
cent), double blinded (80 percent), and used either an active or placebo comparator (87 percent).  
 
Trial features and quality varied by their indications. For example, 53 percent of cancer trials were non-
randomized, and an active comparator was used in only 27 percent of infectious disease trials. Surrogate 
endpoints were used in almost all approvals made through the accelerated approval process and in 44 
percent of non-accelerated approvals. Studies granted accelerated approval were comparatively short, 
with most lasting less than six months. Cancer drugs were more often approved through this process. 
 
The purpose of this study was not to suggest that FDA is not rigorous in its consideration of clinical evi-
dence supporting new therapies. In contrast, the authors suggest that “such regulatory flexibility allows 
for a customized approach to approval, including the ability to rapidly approve potentially effective ther-
apies for life-threatening diseases, such as certain cancers, or those diseases for which there is no existing 
effective treatment ...”   
 
They suggest that FDA continue to monitor the benefits and risks of therapies not only prior to their ap-
proval, but throughout their entire market life, requiring a robust postmarket surveillance system. They 
also emphasize the importance of “communicating this updated information to patients and physicians” 
and ensuring that they “understand how to interpret the results of these trials and the likelihood of experi-
encing benefit or harm when deciding to use these newly approved agents.” 
 
“Although these reports represent important steps in improving understanding of FDA decision making, 
further commitment to progress toward ensuring transparency ... is needed to help the scientific communi-
ty and other interested parties answer the questions these studies raise, thereby helping the FDA in its 
mission to find the right balance between allowing innovation and protecting the public’s health,” con-
cludes Dr. Goodman and colleagues. 
 
Citations: Ross JS, et al. Clinical trial evidence supporting FDA approval of novel therapeutic agents, 
2005-2012. JAMA. 2014 Jan 22;311(4):368-377. 
 

(continued on page 5) 
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FDA Drug Approval Process (continued from page 4) 
 
Sacks LV, et al. Scientific and regulatory reasons for delay and denial of FDA approval of initial applica-
tions for new drugs 2000-2012. JAMA. 2014 Jan 22;311(4):378-384. 
 
Goodman SN, et al. Opening the FDA Black Box. JAMA 2014 Jan 22;311(4):361-363. 
 
Feigal EG, et al. Perspective: communications with the Food and Drug Administration on the develop-
ment pathway for a cell-based therapy: why, what, when, and how? Stem Cells Transl Med. 2012 
Nov1(11):825-32. 
 
Moore TJ, Furberg CD. Development times, clinical testing, postmarket follow-up, and safety risks for 
the new drugs approved by the US Food and Drug Administration: The class of 2008. JAMA Intern Med. 
2014 Jan1;174(1):90-5.  
 
 
RESEARCH IN BRIEF 
 
A study published this month in Transfusion reported a seroprevalence of hepatitis E virus (HEV) 
among German blood donors of 6.8 percent with an annual incidence of 0.35 percent. HEV was 
identified in 1,983 people during investigation of hepatitis outbreaks associated with contaminated drink-
ing water in Africa and Asia. More recently sporadic cases have been reported in higher income countries 
in Western Europe, Japan, China, and North and South America. In most cases HEV causes mild or sub-
clinical, self-limiting hepatitis, but cases can be more severe in pregnant or immunosuppressed patients. 
Cases of transfusion-transmitted HEV (TT-HEV) have been reported, although little is known about HEV 
seroprevalence, incidence, and viremia in blood donors. David Juhl, MD, and colleagues of the University 
Hospital of Schleswig-Holstein in Lübeck, Germany, recently conducted a study to further investigate 
HEV seroprevalence, incidence, and the presence of HEV RNA and the course of infection of HEV in the 
German blood donor population. They evaluated samples from 1,019 whole blood donors for anti-HEV 
immunoglobulin IgG by enzyme-linked immunosorbent assay and Western blot. They assessed the inci-
dence of HEV and presence of HEV RNA in donors who seroconverted by testing archive samples; 
recipients of viremic donations were traced. Anti-HEV IgM and alanine transaminase (ALT) testing were 
also performed to assess the value of such measures in the prevention of TT-HEV infections. The anti-
HEV IgG seroprevalence was 6.8 percent and seroconversion had occurred in seven of 69 donors based 
on a negative archived sample during the prior two-year interval, an annual incidence of 0.35 percent. 
Among seven donors who seroconverted, three had HEV RNA detectable in an archived sample. One 
recipient of a donation that contained HEV RNA was traceable and was anti-HEV IgG, IgM, and RNA-
negative after a 41-day follow-up. ALT and anti-HEV IgM testing did not correlate with HEV RNA. 
However, they note that more data is needed before implementation of HEV NAT is considered.  
 

 

ABC Annual Report 2012-2013 Now Available Online 
 

America’s Blood Centers recently published its 2012-2013 Annual Report, which details ABC’s activi-
ties from March 31, 2012 to April 1, 2013. The report provides information about ABC’s officers and 
board of directors, staff anniversaries, the 16th Annual Awards of Excellence, the Foundation for Ameri-
ca’s Blood Centers, ABC’s member centers, ABC’s financials, and the status of the ABC blood supply. 
It also describes ABC’s accomplishments within each of its core values: innovation; data integration and 
benchmarking; education and networking, and advocacy. The report is available on ABC’s website at 
http://bit.ly/1cb9bVE.  
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RESEARCH IN BRIEF (continued from page 5) 
 
“This report confirms the fact that asymptomatic donors who are HEV RNA positive may not be unusu-
al,” wrote Kenrad E. Nelson, MD, of Johns Hopkins University, in an accompanying editorial. Dr. Nelson 
adds that HEV studies to date have established TT-HEV has occurred and caused clinical hepatitis, and 
that TT-HEV is likely underreported because it goes unrecognized. “Clearly more data are needed to bet-
ter quantify the risk of transmission by transfusion,” writes Dr. Nelson. Such studies in the US were 
recommended after extensive discussion at a meeting of the Food and Drug Administration’s Blood Prod-
ucts Advisory Committee in September 2012; the agenda, materials, and transcript from this meeting are 
available at http://1.usa.gov/1jzlpsH.  
 
Citations: Juhl D, et al. Seroprevalence and incidence of hepatitis E virus infection in German blood 
donors. Transfusion. 2014 Jan;54(1):49-56. 
 
Nelson KE. Transmission of hepatitis E virus by transfusion: what is the risk? Transfusion. 2014 
Jan;54(1):8-10.   
 
A study published this month in Transfusion suggests that while prospective red blood cell (RBC) 
antigen matching for all sickle cell disease (SCD) patients would reduce alloimmunization, it may 
not be cost effective by some measures. Treatment for SCD requires frequent RBC transfusions, which 
can cause alloimmunization to RBC antigens. Alloimmunized patients can experience adverse transfusion 
events and be difficult to support with adequate supplies of antigen negative blood. Prospective antigen 
matching has been implemented by many transfusion services to prevent alloimmunization in their SCD 
patients, although it does not benefit the 70 percent of chronically transfused SCD patients who do not 
become alloimmunized. Aaron A.R. Tobian, MD, PhD, of Johns Hopkins Medical Institutions, and col-
leagues, conducted a study comparing the health and financial implications of antigen matching for 
patients with a history of alloimmunization with implications of prospective matching for all patients. 
Within a hypothetical group of initially transfusion-naive patients, implementing prophylactic limited 
matching for all chronically transfused patients instead of history-based limited matching was estimated 
to cost an additional $765.56 million over 10 years, but would result in 2,072 fewer alloimmunization 
events. Within that same group, implementing prospective extensive matching is estimated to cost $1.86 
billion more than history-based extensive matching, but result in 2,424 fewer alloimmunization events. 
Averting a single alloimmunization event using prospective matching would cost $369,482 to $769,284, 
wrote the authors. Among a dynamic population over 10 years, prospective limited matching is expected 
to cost $358.34 million more than history-based limited matching. “This analysis demonstrates that in 
addition to the lack of clinical benefit for the majority of SCD patients, prospective antigen matching is 
an extremely expensive strategy in comparison with history-based matching. These results suggest pro-
spective antigen matching is expected to be substantially more costly but prevent slightly more 
alloimmunization events than history-based matching,” wrote the authors. They add that if methods were 
developed to better identify patients at risk of becoming alloimmunized, the optimal transfusion strategy 
may involve prophylactic matching only for at-risk patients. Despite the substantial cost of prospective 
RBC antigen matching, such measures may be implemented given that other transfusion-safety-related 
interventions are not cost-effective, wrote the authors. They add that their findings must be taken in the 
larger context of transfusion medicine-related interventions to evaluate and establish appropriate policies. 
 
Citation: Tobian AA, et al. Cost-effectiveness of prospective red blood cell antigen matching to prevent 
alloimmunization among sickle cell patients. Transfusion. 2014 Jan;54(1):86-97.  
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BRIEFLY NOTED 
 
U.S. News & World Report announced Jan. 11 that it will make several changes to the Best Hospitals 
rankings methodology this year, focusing more heavily on patient safety. Most significantly, in 12 
specialties, the weight assigned to patient safety will double to 10 percent of each hospital’s overall score, 
while the weight given to a hospital reputation will drop from 32.5 percent to 27.5 percent. “Our decision 
stems from a multi-year evaluation conducted last fall by RTI International, U.S. News’s longstanding 
contractor, of the Patient Safety Indicators (PSIs) published by the federal Agency for Healthcare Re-
search & Quality (AHRQ). The agency has defined 17 PSIs that quantify various incidents and errors and 
put hospital patients at risk, from falls to surgical incisions that reopen after patients leave the operating 
room. U.S. News used six of the PSIs in the currently posted 2013-2014 rankings to create a Patient Safe-
ty Score, which accounts for 5 percent of a hospital’s overall score,” reported U.S. News. The publication 
is also considering giving credit to hospitals that regularly conduct patient safety culture surveys, which 
measure how well the organizational culture supports efforts to improve patient safety. This change may 
cause some shifting in the rankings by boosting the rankings of hospitals with high-moderate PSI scores, 
while diminishing those with low-moderate scores. This change in the rankings comes as many hospitals, 
healthcare organizations, and the federal government emphasize quality patient outcomes and improved 
patient care. To read more about the ranking change or to order U.S. News & World Report’s 2014 Best 
Hospitals, visit http://bit.ly/1cZasLe. (Source: U.S. News & World Report, 1/11/14)  
 
 
REGULATORY NEWS 
 
Cardio3 BioSciences, an international Mayo Clinic collaborator, has received Food and Drug Ad-
ministration approval for a phase III pivotal clinical trial of its stem cell therapy for cardiac 
disease, reported a Mayo Clinic press release on Jan. 17. “Pivotal clinical trials” are those upon which 
FDA bases its decision to approve a new drug or therapy, marking an important step in potentially bring-
ing a new treatment to millions of Americans who suffer from heart disease. The trial will test the Mayo 
Clinic’s discovery of a certain type of stem cells designed to improve heart health in people suffering 
from heart failure. The clinical trial, called CHART-2, will be carried out across several states in the US 
and will involve 240 patients with chronic advanced symptomatic heart failure. “Regenerative medicine is 
poised to transform the way we treat patients,” said Andre Terzic, MD, PhD, director of the Mayo Clinic 
Center for Regenerative Medicine. Previously, Mayo had completed some testing in humans in Europe, 
which showed a 25 percent improvement in cardiac outflow, said Dr. Terzic. The technique involves har-
vesting stem cells from a person’s bone marrow, altering the cells to become “cardiopoietic” repair cells, 
and then injecting them into the heart. The trial will likely be completed by the end of the year, reported 
Medical Daily, an online medical news resource. More information about the trial and a video about this 
stem cell treatment can be found at http://mayocl.in/1l23Tl9. (Sources: Mayo Clinic press release, 
1/17/14; Medical Daily, 1/18/14) 
 
The Department of Health and Human Services announced Jan. 15 that it has released a new set of 
guides and interactive tools to help healthcare providers more safely use electronic health infor-
mation technology products, such as electronic health records (EHRs). The Office of the National 
Coordinator for Health Information Technology (ONC) at HHS released the Safety Assurance Factors for 
EHR Resilience (SAFER) Guides. These guides are a suite of tools that include checklists and recom-
mended practices designed to help healthcare providers and the organizations that support them assess 
and optimize the safety and safe use of EHRs. HHS noted in a statement that “the release of the SAFER 
Guides marks an important milestone in the implementation of HHS Health IT Patient Safety Action Sur-
veillance Plan, which was issued in July 2013. “A basic premise of the Health IT Safety Plan is that  
 

REGULATORY NEWS (continued on page 8) 
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REGULATORY NEWS (continued from page 7) 
 
all stakeholders have a shared responsibility to make sure that health IT is safely implemented and that it 
is used to improve patient safety and care,” said Jacob Reider, MD, chief medical officer at ONC. “The 
SAFER Guides combine the latest applied knowledge of health IT safety with practical tools that will 
help providers – working closely with EHR developers, diagnostic service providers, and others – effec-
tively assess and optimize the safety and safe use of EHR technology within their organizations.” Each 
SAFER Guide has references and is available as a PDF and an interactive web-based tool. The SAFER 
Guides can be accessed at http://bit.ly/1at4fwC. (Source: HHS press release, 1/15/14)  
 
 
LEGISLATIVE NEWS 
 
President Obama signed a $1.1 trillion budget bill on Jan. 17, which among other measures, re-
stored Food and Drug Administration user fees held in abeyance by sequestration, reported 
MassDevice.com. The law restores some $85 million in user fees from medical device and pharmaceuti-
cal companies. It also includes $2.25 billion for FDA, which is a 3.7 percent increase over the agency’s 
fiscal 2013 budget. Stephen J. Ubl, president and CEO of the Advanced Medical Technology Association 
(AdvaMed) issued a statement on Jan. 14 applauding Congress for the passage of the bill and restoration 
of FDA user fees. “We have long maintained that user fees paid by the industry to FDA should not be 
treated the same way as taxpayer appropriated dollars. User fees are part of an agreement between indus-
try, FDA, and Congress under which industry agrees to supplement FDA’s appropriated budget, and the 
agency agrees to performance commitments designed to increase the efficiency of the review process. 
Restoring these user fee funds upholds that agreement,” said Mr. Ubl. “We look forward to working with 
Congress to permanently remove industry-paid FDA user fees from sequestration in the future,” he added. 
The medical device industry has often emphasized that medical device user fees help to ensure a timely 
FDA review process and speed access patient access to new drugs and medical devices. (Sources: 
MassDevice.com, 1/17/14; TheHill.com, 1/17/14; AdvaMed statement, 1/17/14)   
 

http://bit.ly/the_citizen_sacramento
mailto:anunes@americasblood.org
www.sacramento.aero
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INFECTIOUS DISEASE UPDATES 
 
HEPATITIS C VIRUS 
 
Two studies recently published in the New England Journal of Medicine demonstrate progress toward an 
all-oral, interferon-free therapy for hepatitis C virus (HCV) genotype 1 infection. The treatments currently 
available for HCV 1 require injections of interferon, which causes serious side effects such as flu-like 
symptoms, anemia, and psychiatric symptoms that often cause patients to interrupt treatment. The investi-
gators evaluated interferon-free regimens for these patients. In an open-label study, Mark K. Sulowski, 
MD, and colleagues evaluated declatasvir (an NS5A inhibitor) plus sofosbuvir (an NS5B inhibitor) with 
or without ribavirin for 24 weeks in patients with HCV genotype 1 infection (33 treatment-naive and 41 
treatment-experienced patients who had gotten telaprevir or bocepravir-based regimens). Another 82 
treatment-naive patients received therapy for 12 weeks. The sustained virologic response rate at 12 weeks 
post-treatment was 98 percent and did not vary by ribavirin use, HCV subtype, or IL28B genotype. In a 
phase IIB study, Kowdley and colleagues randomized 571 patients with HCV genotype 1 infection with-
out cirrhosis to receive ABT-450/r (the protease inhibitor ABT-450 plus 100 mg of ritonavir) in daily 
doses of 100 mg, 150 mg, or 200 mg with ABT-267 (an NS5A inhibitor) or ABT-333 (non-nucleoside 
polymerase inhibitor) or both for eight, 12, or 24 weeks. All but one of the subgroups received ribavirin. 
Among patients receiving ABT-450/r plus ABT-267 or ABT-333 or both plus ribavirin, the virologic 
response rate at two weeks post-treatment ranged from 83 percent to 100 percent in treatment-naive and 
treatment-experienced patients. Rates were highest among patients receiving all three anti-viral drugs plus 
ribavirin and those receiving 12 weeks as opposed to eight weeks of therapy. Sustained virologic respons-
es varied significantly according to HCV subtype, host IL28B haplotype, race, and baseline HCV RNA 
level. In both studies, resistance was uncommon and side effects were mild. These findings suggest that 
“soon, all-oral regimens for every HCV-infected patient will be a reality,” commented Atif Zaman, MD, 
MPH, in NEJM Journal Watch. (NEJM Journal Watch, 1/16/14)   
 
Citations: Kowdley KV, et al. Phase 2b trial of interferon-free therapy for hepatitis C virus genotype 1. 
N Engl J Med. 2014 Jan 16;370(3):222-32. 
 
Sulkowski MS, et al. Declastavir plus sofosbuvir for previously treated or untreated chronic HCV infec-
tion. N Engl J Med. 2014 Jan 16;37(3):211-21.  
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MEMBER NEWS 
 
BloodCenter of Wisconsin’s Diagnostic Laboratories announced on Jan. 16 the availability of a 
comprehensive genetic evaluation using next generation sequencing (NGS) technology for patients 
with atypical Hemolytic Uremic Syndrome (aHUS). BloodCenter 
is among the first to offer clinical diagnostics using NGS, providing 
a significantly shortened timeline for obtaining test results for this 
condition, reported the center in a press release. aHUS is a genetic, 
rare, and life-threatening disease clinically characterized by anemia, 
coagulation defects, and organ dysfunction, most often in the form 
of kidney disease. BloodCenter’s aHUS tests using NGS are a breakthrough for physicians and their pa-
tients who currently wait three to six months for a genetic test result surrounding this life-threatening 
disease. Providing test results in a timely manner allows physicians to confidently prescribe appropriate 
care, said the BloodCenter press release. With BloodCenter’s NGS approach, test results are provided 
within 28 days. “This is the first of many tests for which BloodCenter plans to use NGS technology,” said 
Matthew Anderson, MD, PhD, medical director for BloodCenter of Wisconsin’s Diagnostic Laboratories. 
“Application of this technology will revolutionize how genetic information is utilized for patient care.” 
Approximately 60 percent of aHUS cases are diagnosed in children, with most having their first acute 
episode before 2 years old. Within the first year after diagnosis, 65 percent of all patients have permanent 
kidney damage, require kidney dialysis, or die. There are three possible treatments for patients with 
aHUS: plasma exchange therapy, expensive drug infusions, or kidney transplantation. “BloodCenter’s 
diagnostic solution provides physicians with critical information to  
 

(continued on page 11) 

http://bit.ly/L4L_2014
mailto: anunes@americasblood.org
mailto: lbeaston@americasblood.org


ABC Newsletter -11- January 24, 2014 
 

MEMBER NEWS (continued from page 10) 
 
better manage the treatment of their patients,” said Dr. Anderson. BloodCenter’s Diagnostic Laboratories 
help physicians provide clinical care to patients worldwide, fostering better understanding and treatment 
options for patients with difficult-to-diagnose diseases, according to the press release. In addition, the 
laboratories collaborate with other institutions and industry partners to bring new diagnostic testing and 
treatment options to patient care. (Source: BloodCenter of Wisconsin press release, 1/16/14) 
 
New York Blood Center’s (NYBC) Laboratory of Viral Immunology at its Lindsley F. Kimball Re-
search Institute has received a significant grant to continue development of a vaccine against 
Middle East Respiratory Syndrome coronavirus (MERS-CoV), announced the center in a Jan. 20 
press release. Lanying Du, PhD, co-head of the lab, was 
awarded more than $400,000 to research a vaccine to pro-
tect against this emerging virus. MERS-CoV is a novel 
corona virus causing outbreaks of severe acute respiratory syndrome (SARS)-like illness in the Middle 
East and Europe. As of Jan. 3, the World Health Organization (WHO) had been informed of a total of 177 
laboratory-confirmed cases of MERS-CoV infection, including 74 deaths. Because of its human-to-
human transmissibility and high mortality rate (42 percent), MERS-CoV was called “a threat to the 
world” by Margaret Chan, MD, the director-general of WHO at the 66th World Health Assembly in Ge-
neva. At this point, there have not been any reported cases of transfusion-transmitted MERS-CoV and no 
evidence to suggest it occurs. The Obama administration designated MERS-CoV a threat to public health 
and national security, and authorized the fast-tracking of approval of tests and treatments for MERS-CoV. 
Based on NYBC’s previous experience in developing SARS vaccines, the Laboratory of Viral Immunol-
ogy identified the receptor-binding domain and major neutralizing epitope that can be used for developing 
an anti-MERS vaccine. The NIH grant will support further development of this vaccine candidate for 
prevention of MERS-CoV infection and halting the spread of this deadly virus. More information about 
NYBC’s grant can be found in the press release at http://prn.to/1dz9BRm. (Source: New York Blood 
Center press release, 1/20/14) 
 
Lifeblood, Mid-South Regional Blood Center, recently hosted blood donors, blood center staff, and 
community leaders at a ribbon cutting and grand opening ceremony for its new Desoto County 
Donor Center in Southaven, Miss. The rib-
bon-cutting ceremony included special 
recognition of top donors in the Desoto County 
area. The new donor center is about 50 percent 
larger than the previous Southaven, Miss. loca-
tion. In addition, the new center can 
accommodate more donors and allow the staff 
to focus on donor comfort with a larger re-
freshment area and flat screen TVs. “We value 
your commitment to saving lives,” Lifeblood 
CEO Susan Berry-Buckley said at the ceremo-
ny. “This new, larger donor center will help us 
serve an increasing number of blood donors in 
the Mid-South area. We’re grateful for every-
one who has donated at Lifeblood, and look 
forward to seeing them again in the future!” 
(Source: Lifeblood press release, 1/20/14)  
 
 

(continued on page 12) 

Lifeblood staff and top donors posed with the Southaven Cham-
ber of Commerce at the recent ribbon cutting at Lifeblood’s new 
Southaven donor center. Attendees included (front row, left to 
right) Dorothy Love, Sandy Spindler, Lifeblood CEO Susan Berry-
Buckley, Pam Miller, Danny Garrick, Wendell Davis, Steve Ste-
venson and (back row, left to right) Carmen Kyle, Larry Hilbun, 
Monica Danner, Jennifer Balink, Jerry McIntyre, Darnel Alexan-
der, and Debbie King. 
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More than 100 blood donors came out to donate blood at Rock River 
Valley Blood Center’s 14th Annual Rock & Roll Up Your Sleeve Blood 
& Marrow Drive on Jan. 18 at Park Lanes Bowling Center in Loves 
Park, Ill. Rock River Valley Blood Center hosted the event with 104.9 
WXRX radio station, Park Lanes, and Jersey Mike’s, which teamed up to 
help save lives. Despite some inclement winter weather, the center was 
able to collect 83 pints of whole blood, three double red cell collections, 
and attract 29 new donors. The event featured WXRX’s Stone and Dou-
ble-T, who broadcasted LIVE from the event, which also included 
refreshments from Jersey Mike’s and prizes. All donors who presented to 
give blood also received a special edition souvenir T-shirt. As part of Na-
tional Blood Donor Month, WXRX and the Rock River Valley Blood 
Center have established this annual event in hopes of generating new 
donors and increasing public awareness of the need for volunteer blood 
and marrow donations. (Source: Rock River Valley Blood Center press 
release, 1/20/14)  
 
 
PEOPLE 
 
Angela Lamb, manager of Human Resources at Lifeblood, was so excited about turning 40 that she 
wanted to do a service project – recruiting her family, friends, 
and co-workers to donate blood, announced Lifeblood in a re-
cent press release. Ms. Lamb, whose birthday was Dec. 24, 
hosted her “40 at 40” project to encourage 40 people to donate 
blood for the 40th birthday. “Working at Lifeblood, Angela is 
acutely aware of how important it is for blood to be available for 
patients,” said the Lifeblood press release. Ms. Lamb comment-
ed, “Since I already have plenty of stuff, all I wanted for my 
birthday was for 40 friends to make a donation at Lifeblood.” 
Ms. Lamb was deferred from donating due to recent travel, so 
she needed the help of the community to accomplish her goal. 
Ms. Lamb’s friend, Jennifer Rames, who lives in Houston, Tex-
as, heard about Ms. Lamb’s project on Facebook and donated 
blood at her local blood center, Gulf Coast Regional Blood Cen-
ter. By the end of December, Ms. Lamb had encouraged 45 
people to donate in her honor. “I am truly amazed and grateful 
for the generosity of the eight family members, 15 friends, 16 
co-workers, and six strangers who celebrated my birthday!” A couple of weeks after the “40 at 40” chal-
lenge, Lifeblood received an inquiry from a donor who wanted to complete a similar birthday donation 
project, carrying on Ms. Lamb’s generosity and dedication to blood donation. (Source: Lifeblood press 
release, 1/14/14)  
 
Jesse Goodman, MD, had decided to leave his position as chief scientist at the Food and Drug Admin-
istration to return to academia and clinical medicine, Margaret A. Hamburg, MD, commissioner of Food 
and Drugs at FDA, announced in a letter to colleagues. “As FDA’s chief scientist, Dr. Goodman has been 
a strong voice for both our regulatory science enterprise, and for FDA’s role in US and global public 
health,” wrote Dr. Hamburg. Among his many accomplishments as chief scientist is the development of  
 

(continued on page 13) 

RRVBC employee, Stacie 
Starks, and Cathy Butler, blood 
recipient and community advo-
cate, enjoy the 14th Annual Rock 
& Roll Up Your Sleeve Drive. 

Lifeblood’s Angela Lamb, Kennison Kyle, 
and Lifeblood phlebotomist Eula Boyd 
while Mr. Kyle donates a unit of platelets 
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FDA’s Medical Countermeasure Initiative, which has better positioned FDA to play a strong role in 
building the nation’s emergency medical counter measures capacity. Dr. Goodman first came to FDA in 
1998 from the University of Minnesota. As senior medical advisor to the commissioners, he conceived of 
and co-chaired the first US Task Force on Antimicrobial Resistance, before moving on to direct the Cen-
ter for Biologics Evaluation and Research (CBER). Under his leadership, CBER worked closely with 
government and industry partners to help the US prepare for and respond to major public health threats, 
including bioterrorism, West Nile virus, and other threats to blood and organ safety, and both seasonal 
and pandemic influenza. After his departure from FDA, Dr. Goodman will serve as a professor of medi-
cine and infectious diseases and attending physician at Georgetown University and the D.C. Veteran’s 
Administration Hospital. In addition to his teaching and patient care responsibilities, he will direct a new 
Center on Medical Product Access, Safety, and Stewardship. Stephen Ostroff, MD, chief medical officer 
in the Center for Food Safety and Applied Nutrition and the senior public health advisor in FDA’s Office 
of Foods and Veterinary Medicine, has agreed to take on the role of acting chief scientist, announced Dr. 
Hamburg. Before joining FDA, Dr. Ostroff has served in numerous distinguished roles at several agencies 
and organizations including the Centers for Disease Control and Prevention, the National Center of Infec-
tious Diseases, and the Commonwealth of Pennsylvania. He graduated from the University of 
Pennsylvania School of Medicine in 1981 and completed his residencies in internal medicine at the Uni-
versity of Colorado Health Sciences Center and preventive medicine at CDC. “Please join me in thanking 
Dr. Goodman for his many contributions and his commitment both to FDA and to public health and in 
wishing him well as he engages important public health issues from his new perspective. Please also help 
me welcome Dr. Ostroff to his new role,” said Dr. Goodman in closing her letter. (Source: Letter from 
Margaret Hamburg, MD, 1/14/14)  
 
 
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. 

 
 

POSITIONS AVAILABLE:   
 
Vice President, Human Resources. Blood Systems 
(BSI), one of the nation’s oldest and largest blood ser-
vice providers, is searching for an experienced Vice 
President of Human Resources to join its executive 
leadership team in Scottsdale, Ariz. This key position 
develops, implements, and coordinates policies and 
programs encompassing all aspects of Human Resource 
Management, including: employment, EEO/AA, em-
ployee relations, wage and salary administration, 
executive compensation, employee benefits and ser-
vices, workers compensation, performance planning and 
evaluation, Human Resource Information Systems, and 
employee records administration. Directly or indirectly 
supervisors HR support staff. Requires: Bachelor’s 
degree, thorough knowledge of all aspects of Human 
Resource Management, including: related legislation 
and positive employee relations policies, practices, and 
programs; good understanding of general business man-

agement, eight years of experience in all facets of Hu-
man Resource management, to include: three years 
supervisory experience and three years managing a 
Human Resource Department. Please visit our website 
www.bloodsystems.org for more information about this 
position. For immediate consideration, please submit 
resume by February 7, 2014 to: 
dbruno@dhrinternational.com. Pre-employment back-
ground check and drug screen required. EOE M/F/D/V. 
 
Immunohematology Reference Laboratory Supervi-
sor IRL001. QualTex Laboratories a subsidiary of 
BioBridge Global seeks a skilled individual for the 
Immunohematology Reference Laboratory at our San  
 

(continued on page 14) 
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Antonio, TX location. The ideal candidate will have 
experience supervising staff on compatibility testing, 
and complex secondary procedures, such as antibody 
identification, antibody titration and RBC genotyp-
ing/phenotyping. Must be able to prioritize, reprioritize, 
and handle deadlines and emergency requests. QualTex 
Laboratories is the largest, independent non-profit test-
ing laboratory in the U.S. for blood and plasma 
products. Qualifications include five years lab, recent 
Transfusion Lab/Blood Bank experience. Bachelor’s 
degree in CLS or Applied Science. Must be MT/CLS or 
MLS (ASCP) or equivalent and prior Blood Bank expe-
rience preferred. For further information, visit our 
website www.qualtexlabs.org. Please include job code 
from website on all submissions. We EEO-AA employer 
M/F/D/V and maintain a Tobacco/Drug-Free workplace. 
Salary will commensurate w/your experience and educa-
tion $27.12 - $40.67. 
 
Laboratory Technologist. QualTex Laboratories a 
subsidiary of BioBridge Global seeks several skilled 
individuals for the Immunohematology Reference La-
boratories at our Norcross, GA & San Antonio, TX 
locations. Duties include compatibility testing, receiv-
ing/processing orders and complex secondary 
procedures, such as antibody identification, antibody 
titration and RBC genotyping/phenotyping. Must be 
able to prioritize, reprioritize, and handle deadlines and 
emergency requests. QualTex Laboratories is the largest, 
independent non-profit testing laboratory in the U.S. for 
blood and plasma products. Qualifications required 
include, one year Blood Bank, Bachelors of Science 
degree, national certification such as MT/CLS or MLS 
(ASCP) or equivalent and prior BB experience. For 
further information, visit our website 
www.qualtexlabs.org. Please include job code from 
website on all submissions. 
 
Registered Nurse. Central Jersey Blood Center is seek-
ing a Registered Nurse for 30 hours a week. The 
candidate’s primary purpose is screening and evaluating 
eligibility of potential donors, perform phlebotomy, and 
care for reactions during donation procedure. Essential 
duties are using professional judgment in screening and 
evaluating donor eligibility for blood donations accord-
ing to state and federal regulations, administer 
emergency medical care for donor reactions, perform 
phlebotomies, hemoglobin, blood pressure, pulse, and 
temperature screenings, provide clinical expertise for the 
donor process including interpretation of criteria, provi-
sion for donor safety and completion of records and 
reports, be knowledgeable of AABB and FDA require-
ments for collections of allogeneic and special donation 
donors, perform standard controls and record results, be 
proficient in the use of blood center computer system 
and functions that are related to collections, ensure 
accuracy, completeness, and confidentiality of all rec-
ords relating to the donor and donation process and set 

up, break down, and clean work area. Qualifications: 
current State of New Jersey RN license, two years nurs-
ing experience, proficient in Microsoft Office 
applications and data entry, venipuncture and phleboto-
my experience, current State of New Jersey driver’s 
license, current CPR. Bi-lingual (English-Spanish) 
preferred. Email resume to dglassen@cjbcblood.org. 
EOE 
 
Manufacturing and Hospital Services Manager. 
Kentucky Blood Center, located in Lexington, Ky. is 
seeking a dependable self-starter to oversee the day-to-
day operations and management of staff for Manufactur-
ing and Hospital Services. Job duties include, but are not 
limited to: hiring, staff scheduling, performance re-
views, ensure training is completed, production 
planning, problem investigations, and SOP revisions. 
Must have a Bachelor of Arts or Science, Medical 
Technologist MT(ASCP), Clinical Laboratory Sciences, 
or experience deemed equivalent required. Three years 
of management experience in an organization regulated 
by good manufacturing practices, FDA, AABB, or 
equivalent. Previous experience in blood bank with 
understanding of component production preferred. 
Competitive salary, comprehensive benefits including 
health/dental/life, LTD, paid sick/vacations/holidays, 
EAP, 403(b) retirement savings plan, and pension plan. 
For more information or to apply online, please visit 
www.kybloodcenter.org. Drug-free and EOE/AAP. 
 
Blood Collections Manager. Kentucky Blood Center, 
located in Lexington, Ky. seeks enthusiastic healthcare 
professional to manage effective and efficient blood 
collection mobile operations out of Lexington by over-
seeing the activities of staff; ensure compliance with 
quality control functions/documents and industry regula-
tions; prepare, monitor and control department budget; 
and interview, hire, and evaluate staff to ensure an ade-
quate and qualified staff is maintained. Five (5) years 
management experience required. Medical background 
(RN, MLS or related field) or previous blood center 
experience a plus. Applicants must have working 
knowledge of Word and Excel; demonstrated skills in 
staff management/development, budget prepara-
tion/monitoring, and organizational skills; ability to 
think independently and solve problems; and possess 
excellent communication skills. This challenging oppor-
tunity requires a team-player attitude, high energy level, 
and a dedication to excellence. Competitive salary, 
comprehensive benefits including health/dental/life, 
LTD, paid sick/vacations/holidays, EAP, 403(b) retire-
ment savings plan, and pension plan. For more 
information or to apply online, please visit 
www.kybloodcenter.org. Drug-free and EOE/AAP. 
 
Assistant Manager, Consultation and Reference. Gulf 
Coast Regional Blood Center is currently seeking an 
Assistant Manager for our Consultation and  
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Reference lab. Reporting to the Consultation & Refer-
ence Manager, this position is responsible for overseeing 
operations and assisting with management of the Con-
sultation & Reference Laboratory. This includes 
supervision of staff, maintenance of all policies, proce-
dures and quality control practices and the maintenance 
of effective customer and inter-and intradepartmental 
relations. This position requires a degree as Medical 
Laboratory Scientist (or Medical Technologist); from an 
accredited four-year college or university plus five years 
of demonstrably successful management experience in a 
blood bank, hospital blood bank or allied health labora-
tory. The successful candidate must have strong 
leadership and workflow process acumen. Gulf Coast 
Regional Blood Center is a non-profit 501(c)(3) organi-
zation and is accredited, licensed, and inspected by the 
Food and Drug Administration (FDA), AABB as well as 
local and state authorities. The blood center is a proud 
member of AABB, America’s Blood Centers, Blood 
Centers of America, South Central Association of Blood 
Banks, and the Texas Medical Center. Please visit our 
website for more information about our organization and 
to apply online: www.giveblood.org. Lori Pireu, Re-
cruiter (Phone: (262) 289-2056; lpireu@giveblood.org. 
 
Quality Assurance Specialist III (San Diego Blood 
Bank). This position reports to the Director, QA & 
Compliance. Responsibilities include coordination of 
QA activities with management and frontline staff. 
Conducts internal audits, performs regulatory review 
and approval of SOPs and validations for all depart-
ments, and performs various activities within the 
deviation/CAPA system. Writes and revises 
QA/Compliance SOPs and validations. In conjunction 
with department management, this individual should 
have the ability to utilize audit and deviation data to 
analyze and focus on process improvement and manu-
facturing optimization. This individual should be 
detailed oriented, have the ability to work independently 
and within a team, have excellent writing and communi-
cation skills and have the ability solve problems. 
Experience: Minimum of five years QA experience. 
Cord Blood/Stem Cells experience highly desired. 
Bachelor’s required, and MT, RN, LVN, and/or ASQ 
certification preferred. Contact Name: Cherilyn Mones. 
Phone: (619) 400-8271. Visit website to apply: 
www.sandiegobloodbank.org. EEO/AA/M/F/V/D 
 
Director of Quality Assurance. Central California 
Blood Center in Fresno, Calif. is recruiting for a Direc-
tor of QA. Successful candidate will be a medical 

technologist, CLS preferred, with five years’ experience 
in blood banking and/or operations in regulated indus-
try. Responsible for review of regulatory/guidance 
documents for application; hosts external audi-
tors/inspectors as needed; performs internal audits; 
assists with management of licenses and certificates; 
reviews error reports and corrective actions. Fosters 
strong process control through appropriate SOP review 
and participation in validation activities as needed. 
Excellent working knowledge of industry regulatory and 
accreditation standards required; previous experience in 
auditing and/or technical writing preferred and excellent 
organizational/interpersonal communication skills. 
Minimum of five years of progressive leadership experi-
ence in quality management field required. Minimum 
five years progressive experience in Quality Systems 
preferred. CCBC offers a competitive salary and benefit 
package for this position that is a vital member of our 
Senior Management Team. To apply please fax resume 
to (559) 224-1310, or post www.donateblood.org; or 
mail to Central California Blood Center, 4343 W. Hern-
don Ave, Fresno, CA 93722. EOE 
 
Hospital Relations Manager. Hospital Relations Man-
ager serves as LifeStream’s customer service 
representative and technical resource. Proactively en-
sures customer complaints, suggestions, and process 
problems are reported, documented, and pursued; works 
with other blood center departments to resolve prob-
lems. Manages, maintains, and analyzes statistical 
databases to support blood component inventory man-
agement and budgeting. Conducts periodic customer 
surveys to determine level of service satisfaction; tracks 
and trends survey results. Researches new business 
opportunities and assists VP, Business Development in 
managing hospital contracts. Four-year bachelor’s de-
gree (BA or BS) in biological sciences or medical 
related discipline required. MT(ASCP) and or SBB (or 
equivalent) desirable. Minimum four years experience in 
Blood Banking or five years in hospital laboratory with 
transfusion service experience (or equivalent). Must 
have exceptional interpersonal communicative skills 
developed and cultivated through extensive managerial 
and customer service experience. Excellent compensa-
tion and benefits plan. Apply online: www.lstream.org. 
Or send cover letter, resume and salary history to: 
LifeStream, Attn: HR, 384 W. Orange Show Rd. San 
Bernardino, CA 92408. E-mail:                              
employment@lstream.org. EOE  
 

 


