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October Happenings: 

♦ October 1 thru November 16: 
Open Enrollment 

♦ Friday October 5th: Leader in 
Innovation Seminar Series: 
Speaker TBA 

♦ Monday October 8th: Columbus 
Day 

♦ Friday October 19th: Leader in 
Innovation Seminar Series: 
Speaker TBA 

♦ Friday October 26th: Open 
Enrollment Information 11-2 
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By Deborah Molrine, MD 

Today in the United States, the most common reason for liver transplantation is liver fail-
ure due to the hepatitis C virus (HCV).  Chronic infection with this virus leads to inflamma-
tion and scarring that interferes with the liver’s ability to produce crucial proteins and 
biochemicals and to clear toxic substances from the body.  In some patients, the damage 
is so severe that a new liver is needed.  Unfortunately, in almost all patients with HCV 
infection who undergo liver transplantation, the new donor liver also becomes infected 
with the hepatitis C virus.    

MassBiologics has developed a human monoclonal antibody that binds a protein on the 
surface of HCV to prevent the virus from entering and infecting liver cells.  This monoclo-
nal antibody, known as MBL-HCV1, has entered studies in people.  In the first study, a 
range of doses of the antibody was well-tolerated in healthy volunteers.  A study was 
then performed in patients undergoing liver transplantation for chronic HCV infection to 
see if the antibody could prevent the new donor liver from becoming infected.  As shown 
in the Figure below, those patients who received the antibody had a significant decline in 
the amount of hepatitis C virus in their blood during the first week after transplant as  
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Combination Study of Hepatitis C virus Monoclonal 
Antibody with Direct-Acting Anti-viral Underway 
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From the Desk of Dr. Mark Klempner 

“The Next Hundred Million” Pilot Projects 
Research to discover new vaccines and treatments for 
serious human diseases, clinical trials of new “biologics”, 
development of innovative methods for the production of 
biologics, manufacturing to the highest standards, and 
education and training of scientists and production staff 
are all deeply written into the genetic code of MassBio-
logics of UMMS.  Since our birth 118 years ago in 1894 
we have discovered, examined safety and efficacy in 
clinical trials, developed optimal production processes, 
and manufactured for people around the world about 
100,000,000 doses of life saving “medicines for better 
lives”.  In tribute to and to continue this legacy we have 
launched “The Next Hundred Million” Pilot  Projects 
(NHMPP).  In collaboration with the University of Massa-
chusetts Center for Clinical and Translational Science, the 
NHMPP will serve as a dedicated pool of funding to spur 
innovative collaborations between UMMS, MassBiologics 
of UMMS and investigators across the UMass System with 
the goal of enhancing the translation of discoveries for 
clinical use. We are looking for pilot projects that will 
contribute to the discovery, preclinical and clinical re-
search, manufacture and delivery of the “next hundred 
million doses” of products to improve public health.  

To support this mission, projects must include at least one 
investigator from MassBiologics of UMMS and a faculty 
investigator from at least one UMass campus. We have 
reached out to all 5 UMass campuses to identify possible 
collaborators, visited and presented the NHMPP program 
to UMass Amherst, UMass Lowell and UMass Dartmouth 
as well as UMMS.  We have been fortunate to have re-
ciprocal visits from leaders and investigators from each of 
the campuses who have each welcomed the opportunity 
to collaborate with us.    

As you know MassBiologics of the UMMS is the only FDA 
licensed biologics production facility owned and operat-
ed by a university in the United States. We have unique 
discovery, preclinical, clinical, regulatory, quality assess-
ment and GMP manufacturing expertise. Our academic  
affiliation with UMMS also allows us to serve as an incu-
bator to innovate and improve the process of vaccine and 
biological and immunologic therapeutics development. 
Current and future projects supported by this fund are 
envisioned to develop into larger initiatives that attract 

substantial funding from extramural sources, including the 
Federal Government, the Commonwealth, industry, founda-
tions and others. 

Individual project awards (up to $100,000 for 1 year; up to 
$150,000 for two years) will be made on a competitive 
basis to enable investigators to accelerate the translation of 
innovative, cutting edge research into: 

• Discovery research to develop novel therapeutics and 
vaccines for the prevention and/or treatment of dis-
ease; 

• Clinical studies of novel or approved therapeutics or 
vaccines for the prevention and/or treatment of dis-
ease; 

• Ways to improve currently available therapeutics/
vaccines – improved PK/PD, efficacy, stability, conven-
ience, or manufacturing methods; 

• Research diagnostics or other research tools; 

• Innovation related to quality assessment, quality control, 
or regulatory science; 

• Innovation related to the process of therapeutic/vaccine 
development or production for human use. 

The intent of the funding is to speed the translation of basic 
research, a clinical finding or other discovery into a broader 
network of activities, while maximizing the breadth of inter-
disciplinary skills applied to the research question. We are 
particularly interested in proposals which feature a clinical 
scientist working with a basic scientist. Proposals that include 
a significant training opportunity in clinical/translational re-
search for students, trainees, fellows, or junior faculty will be 
given priority. 

The timeline for this program includes a letter of intent that 
is due October 5, 2012, selection of the most promising pro-
jects for full proposals by October 22 with the full proposals 
due by November 21, full proposal review and presenta-
tions during December, 2012 and final selection for awards 
to be initiated February 1, 2013.   

These are exciting times at MassBiologics as we enhance our 
research portfolio through collaborations with our UMass 
colleagues. Stay tuned! 

The full announcement of the NHMPP program is available 
at http://www.umassmed.edu/uploadedFiles/CTS/
Research/NHMPP%20_2012_RFA.pdf  
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Employee Updates 
Dr. Kerry Garrity left us this month for a new position as a 
QC Director at a gene therapy biotech “Bluebird Bio” in 
Cambridge, MA.  Kerry joined MassBiologics in 2007 working 
for two years in Product Discovery before joining Quality 
Control as a Director in 2009, with particular responsibility 
for cell based and in vivo assays. For the moment, anything 
that would have been dealt with by Kerry should be brought 
to the attention of Susan Sloan, Senior Director of QC.   

Many of you will know that QC’s Andrew’s Kyere was re-
called to active duty a couple of months ago. Since then he 
has been training hard at Fort Gillem, GA and will shortly 
deploy overseas. Andrews’ previous deployments have includ-
ed Kosovo, Haiti as well as service in Iraq. It is a reflection on 
the world we now live in that, although Andrews serves in a 
medical unit, I noted a Combat Action Badge in the photo-
graph Andrews submitted to his promotion board last year. I 
was pleased to hear recently that Andrews was formally pro-
moted to the rank of Sergeant First Class – the seventh enlist-
ed rank and a significant step as he joins the cadre of senior 
non-commissioned officers. We all wish him well on his de-
ployment and look forward to his safe and speedy return.  

On behalf of everyone at MassBiologics, we would like to 
thank Ronit Velde for all of her contributions to the organiza-
tion over the last 11 ½ years.  She will be missed and we 
wish her all the best in her next endeavor.  All are invited to 
say farewell in the cafeteria on Friday, October 5, 2012 at 
3:00 PM. 

Combination Study Underway contd. 
compared to patients who received a placebo (salt solution) infusion.  The antibody-treated patients also showed a delay 
in the time of viral rebound (10-fold increase in viral load) compared to those patients who received placebo.  However, 
as has been seen with other drugs used to treat HCV, the antibody alone was not able to clear the virus because re-
sistance developed.   This was not surprising given the known ability of this RNA virus to develop many mutations. There-
fore, a study is currently underway in liver transplant patients to examine the ability of MBL-HCV1 in combination with a 
newly licensed HCV anti-viral pill to prevent infection of a donor liver.   The hope is that a combination of drugs that tar-
gets the ability of the virus to replicate and to enter liver cells will prevent the virus from infecting a patient’s new liver 
after transplant. 

The Clinical Affairs team at MassBiologics designed this proof-of-concept study and received approval from the FDA to 
start the study in June 2012.  Study investigators at four transplant centers will approach eligible patients.  Clinical Af-
fairs is responsible for monitoring patient enrollment, patient safety and clinical outcomes of patients while on study.  Pa-
tient enrollment on this study presents a particular challenge since patients have to consent to the study before undergoing 
liver transplantation and do not know when a donor liver will be offered to them.  Therefore, the wait time between con-
senting to participate in the study and getting study treatment may be several weeks to months since the demand for do-
nor livers far exceeds the supply.  Based on the pattern of enrollment in the first monoclonal antibody study in liver trans-
plant patients, we anticipate that it will take 9-12 months to enroll 10 patients on the combination study.  

Quality and Regulatory Look Forward  

By Mark Leney, Ph.D: 

This past month the Quality and Regulatory groups have 
been busily engaged in support of many of MassBiologics 
current and future projects – including readying the Oracle 
Clinical database to receive data from the two ongoing 
clinical trials, hosting quality audits from potential contract 
manufacturing clients and working towards an unprece-
dented volume of major regulatory submissions.  A Prior 
Approval Supplement (PAS) is how we seek FDA permission 
to make major changes to our licensed drug manufacturing. 
In early November, we plan to file a PAS detailing the re-
location from JP to Mattapan of the aseptic compositing of 
Td vaccine.  The Agency then has four months to review the 
supplement before approving (or rejecting) our submission. 
During this four month review period we can expect a Pre-
Approval Inspection (PAI) .  While Regulatory Affairs will 
also be looking ahead to several further PAS filings to cov-
er the migration of other functions from the JP campus, once 
the Compositing PAS is lodged with FDA, a significant ef-
fort will be required to ready records, staff and the facili-
ty, for an FDA visit expected early in the new year.   
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News from Around Campus  

By UMass Athletics and Jeffrey Way: 

To all those who came out to Gillette Stadium on Septem-
ber 8th to see the UMASS Minutemen in their home opener 
against Indiana University, we at UMass  would like to sin-
cerely thank you for your support. Though the on field re-
sult was not what any of us would have like to have seen, 
we know that this is a ground up, building process that 
can’t be done without the support of a great fan base. The 
team has shown improvements over the course of the sea-
son, as evident in their most competitive game of the year, 
last week against Miami, Ohio.  

MassBiologics provided 60 tickets to employees and guests 
and the response from those that attended was very enthu-
siastic.  In order to keep this season going in the right di-
rection, UMASS needs the same outpouring of support they 
got from you at the home opener. UMASS received tre-
mendous feedback about the family friendly atmosphere 
and the full-day experience fans got from attending game 
one.  

To purchase tickets to future games, please call 1-866-
UMASS-TIX or follow this link: http://
www.ticketmaster.com/Umass-Football-tickets/
artist/833822?tm_link=edp_Artist_Image 

UMASS Minutemen Find a New Home 

The 14th annual Walk to Cure Cancer was another great 
success. Thousands of walkers joined together in solidarity 
to stand up to cancer and make a difference. Proceeds 
raised from the walk support research at the University of 
Massachusetts Medical School as well as fund cancer care 
at UMASS Memorial Cancer Center. 

Thank you for your support to Team MassBiologics. The 
bake sake was a big success and donations were also 
made on the FirstGiving page for the team. A special thank 
you to everyone who donated a baked item for the sale. 

Your continued  support is still needed so the walk can 
reach its goal of $600,000. If you would still like to contrib-
ute please go to www.firstgiving.com/teammassbiologics to 
make your donation.  The site will be active through the end 
of November. If you would like to donate by check please 
contact Jeffrey Way at jeffrey.way@umassmed.edu.  

14th Annual Walk To Cure Cancer: A Beautiful Day-A Great Cause 
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UMass Medical School has received a $250,000 grant for its innovative work in career flexibility for academic faculty 
from the American Council on Education (ACE) and the Alfred P. Sloan Foundation. UMMS is one of only five medical 
schools nationally and one of only two schools in Massachusetts to receive this award. Two additional schools received 
$25,000 awards. 

ACE launched the award program after investigating the structural and cultural constraints for faculty career flexibility in 
academic medicine. The awards are part of ACE’s ongoing work with The Alfred P. Sloan Projects for Faculty Career 
Flexibility. The awards were presented at ACE’s Board of Directors meeting in Washington, DC, where Kathleen Christen-
sen, program director, Sloan Foundation, and Darrell G. Kirch, president and CEO of the Association of American Medical 
Colleges delivered remarks. 

“We are grateful to ACE and the Sloan Foundation for their leadership in recognizing ex-
cellence in faculty career flexibility,” said Dr. Kirch. “We commend the awardees for their 
work to foster work-life balance in the institutional culture, which in turn is a major factor in 
faculty satisfaction. Our faculty are among academic medicine’s greatest resources, and 
with the United States facing a shortage of more than 90,000 physicians by 2020, UMMS 
receives award for faculty work-life balance effortsaculty retention is a topic none of us can 
afford to ignore.” 

The UMMS accelerator plan will focus on a central theme of faculty talent management: an 
institutionally integrated approach to support the needs of faculty throughout their careers 
through proactive and innovative faculty development and flexibility programs, policies 
and practices. A new office of faculty talent management will connect faculty with resources 
through a program of customized individual support. 

Other linked initiatives will include standard guidelines that allow for customization of part-
time employment and phased retirement policies to meet individual and departmental 
goals, expanded opportunities for faculty mentoring and new programs for faculty rejuvenation. Toward the end of the 
grant period, UMMS will convene a national conference to accelerate the dissemination of successful strategies for faculty 
flexibility and talent management. 

“This is a great day for UMMS, the University and especially for our faculty,” said Luanne Thorndyke, MD, vice provost 
for faculty affairs, professor of medicine and principal contact for the grant award. “We engaged our faculty in the pro-
cess, creating a rapid-fire task force to design a strategic plan for the next two to three years. This award is a tribute to 
the work we have accomplished thus far on behalf of the faculty and to the innovative work we will be able to do as a 
result of receiving the award. We are grateful to the ACE and the Sloan Foundation for their investment in issues critical 
to faculty satisfaction and their recognition of UMMS.” 

Terence R. Flotte, MD, the Celia and Isaac Haidak Professor of Medicine, executive deputy chancellor, provost, dean of the 
School of Medicine, added, “I want to commend Dr. Thorndyke for her leadership on this effort. We are thrilled to bring 
this award to UMMS, along with the distinction this award represents.” 

Brief summaries of the institutions’ award-winning activities can be found on the ACE website. 

For more stories from UMASS Medical School, please visit the UmassMedNow page at http://www.umassmed.edu/news 
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News from Around Campus  

UMMS receives award for faculty work-life balance efforts

 

By Ellie Castano September 26, 2012 

UMass Medical School Communications  



High profile peer-reviewed publication of HCV1 pre-clinical work. 

By Teresa Broering, Ph.D: 
 

The results of the pre-clinical testing of MassBiologics’ 
human monoclonal antibody specific for hepatitis C virus, 
HCV1, were recently published in a high impact peer-
reviewed scientific journal. The article titled, “Human mon-
oclonal antibody HCV1 effectively prevents and treats 
HCV infection in chimpanzees,” is freely available online 
at the PLOS Pathogens website (www.plospathogens.org). 
This publication was the result of the work of scientists at 
MassBiologics, the University of Massachusetts Medical 
School, the National Institutes of Health, Merck Research 
Laboratories and the Texas Biomedical Research Institute. 
MassBiologics’ contribution resulted from a multi-

departmental collaboration between scientists in Product 
Discovery, Process Development, Quality Control IND As-
says, and Clinical Affairs.  Congratulations to the many cur-
rent and former MassBiologics employees that were contrib-
uting authors on this pivotal publication: Dr. Trevor Morin, 
Dr. Teresa Broering, Dr. Brett Leav, Dr. Barbra Blair, Kirk 
Rowley, Elisabeth Boucher, Dr. Yang Wang, Dr. Peter 
Cheslock, Michael Knauber, Dr. Donna Ambrosino, Dr. Debo-
rah Molrine, and Dr. Gregory Babcock. Congratulations to 
Dr. Gyongyi Szabo and Dr. Robert Finberg of the Depart-
ment of Medicine at the University of Massachusetts Medical 
School. This work was a critical step prior to the initiation of 
GMP manufacturing, IND filing, and human clinical trials of 
HCV1. 
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MassBiologics HRDI Calendar - October 2012  

Monday Tuesday Wednesday Thursday Friday 

1 
  
 
  
  

2 
  
HRDI Onsite: 
Jim Mack  
Talent 
  
  

3 4 
  
HRDI Onsite: 
Ben Moorghen 
Employee Relations 
  

5 

8 
  
Columbus Day  
Holiday 
  
  
  

9 10 
  
HRDI Onsite: 
Karin Fitch 
Employee Relations 

11 12 
  
HRDI Onsite: 
Jodie Nosiglia  
Employee Relations 
  

15 
  
  
  
  

16 
  
HRDI Onsite: 
Michelle Jones-Johnson 
Talent 
  

17 18 
  
HRDI Onsite: 
Jodie Nosiglia  
Employee Relations 
  

19 

22 
  
HRDI Onsite: 
Ben Moorghen 
Employee Relations 
  

23 24 
  
HRDI Onsite: 
Karin Fitch 
Employee Relations 

25 26 
HRDI Onsite: 
Katie Temple, Benefits 
Open Enrollment 
Hours 11-2 

29 
  
  
  
  
  

30 
  
HRDI Onsite: 
Jim Mack 
Talent 

31 Note: HRDI staff will be onsite 10am-
4pm in Room 2020.  Staff substitutions 
may be made due to unforeseen circum-
stances.   
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Personal Smartphones and Tablets at MassBiologics 

By John Fitzmaurice: 

 
Did you know that smart devices (smartphones & tablets) 
are being adopted 10X faster than the PC revolution in 
the 80’s, 2X faster than the Internet Boom of the 90’s and 
3X faster than social network adoption? 
It is estimated that there were over 165 million smart de-
vices in use in the U.S. during the month of July 2012. * 
Employees increasingly use their personal smart devices 
to manage both their home and work life performing 
tasks such as balancing schedules, staying in contact with 
their friends, family, and colleagues. It is no different at 
MassBiologics as evidenced by the 135 personal 
smartphones and tablets currently accessing the MassBio-
logics email system.  
There is no doubt that MassBiologics benefits from 
“connected employees” as our staff are more often than 
not reachable when away from their work areas; even 
during off hours. 
Although there are certainly benefits to both you and 
MassBiologics, this situation commonly referred to as, 
“BYOD” (bring your own device), also presents significant 
security risks and operational challenges. 

Risks: 

• If your personal device is lost, stolen, or hacked, unse-
cured business related email and attachments could 
be accessed. This would jeopardize business intelli-
gence such as contracts, non-disclosure agreements, 
partnerships, intellectual property, reports and per-
sonnel information.  

• To take advantage of your personal device’s func-
tionality, an email client has to be set up on your per-
sonal smart device.  That means;  

◊ Email is most likely being transmitted as clear 
unencrypted text that can be intercepted 
wirelessly, and  

◊ Set up for access to MassBiologics email  re-
quired you to provide your username and 
password. As a result, 3rd parties could log in 
to the MassBiologics network posing as you 
and potentially cause harm to business-critical 
data. 

Challenges: 

• How to secure data across many different carriers 
(Verizon, T-Mobile, Sprint, AT&T, etc.) device manu-

facturers (Apple, Motorola, Samsung, HTC, etc.), phones, 
tablets, and platforms (iOS, Android, Windows)? 

• How to maintain your privacy on your smart device as 
separate and distinct from MassBiologics’ proprietary 
information? 

MassBiologics Information Services is preparing to release a 
solution (Good For Enterprise TM  ”Good”) that addresses 
these risks and challenges. From your perspective, Good is a 
free app that supports many smart devices and is available 

directly from your devices’ app store (Google Play, Apple’s 
App Store and Windows Market). Information Services has 
tested Good on several personal smartphones (iPhones & 
Android phones) and tablets (iPads and Kindle Fire) over 
the past two months and we expect to officially launch this 
solution within the next few weeks. 
Once installed on your personal device, Good is activated 
by invitation only and managed by Information Services. 
The password protected app automatically encrypts all 
MassBiologics email communications, contacts, calendar 
events and attachments to and from your smart device. 
If your device is lost, stolen, or hacked, Information Services 
will be able to remotely wipe out all MassBiologics emails 
and attachments stored on the device without affecting your 
personal files, email accounts, apps, games, pictures, etc. 
Note: Once this solution is released, you will no longer have 
the ability to use the built-in email app on your personal de-
vice to access your MassBiologics email. Installation details will 
be available on MBL Compass (SharePoint) as the release 
date approaches. 
* (iOS and Android Adoption Explodes Internationally by 
Peter Farago Mon, Aug 27, 2012 Flurry Analytics)  



High Throughput Purification Process Development 

University of Massachusetts Medical School 
460 Walk Hill Street 
Boston, MA 02126 
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MassBiologics is part of University of Massachusetts Medical School. For more information please visit www.umassmed.edu 

MEDICINE FOR BETTER LIVES 

By William D. Thomas Jr., Ph.D: 

Not only does any candidate MAb for development re-
quire good activity in relevant models of disease, they 
also need to be "manufacturable". Confirmation of the 
manufacturing platform should be done as soon as is pos-
sible with any new MAbs. Chromatography, filtration and 
formulation steps to be used for manufacturing need to 
be evaluated early in the selection process. We switched 
to a second HCV MAb at a very late stage after it was 
determined that the original antibody could not be fil-
tered in a critical viral removal step. This resulted in re-
peating a significant amount of work for the second anti-
body. Development of chromatographic purification pro-
cesses by conventional methods requires 100's of mg of 
protein for chromatographic runs that are executed one 
at a time.  The downstream process team has developed 
a high throughput format that can be used to rapidly 
evaluate multiple chromatographic conditions simultane-
ously. Small amounts of chromatography resin are loaded 
into a 96 well dish whose wells have filter bottoms so that 

liquid can be easily added or removed. MAb can be add-
ed to the wells in different amounts to investigate the resin’s 
capacity for binding the 
MAb, for example.  By vary-
ing other conditions of the 
chromatographic process 
such as pH or salt during 
load or elution at this small 
scale, we are able to rapid-
ly optimize the process for 
contaminant removal or re-
covery. Useful process pa-
rameters predicted by this 
high throughput screening 
have been confirmed by 
conventional chromatograph-
ic methods. We are now ap-
plying this high throughput 
screening to our newest MAb 
programs very early on to 
be sure we can manufacture them when required.  

Phone: 617-474-3000 
Fax: 617-474-5350 
Web: www.umassmed.edu/massbiologics 
Email: information@massbiologics.org 

In Our Next Issue…... 

Name the Newsletter  
We have received several submissions for a name but we are still 
looking for that one name that catches the readers attention. Please 
continue to submit names. Deputy Directors will choose a final name 
this month and to up the ante, a really exciting prize will be given 
to person who submits the winning name. GOOD LUCK! 

Our next issue will be released in early November. 

Department News: Catch up on the latest developments across the 
organization with updates from your Deputy Directors. 

‘Leaders in Innovation Seminar Series’ feature 

Open Enrollment Information 

Plus much more... 


