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If we are to be true to our creed of discovering and manufacturing “medicines for better 
lives” one of our most important efforts must be to enlarge the “pipeline” of those future 
medicines.  To enlarge that pipeline we can both improve the medicines that we have al-
ready discovered and engage in research on new medicines that address important public 
health needs.  We are committed to carefully considering where those needs are, where we 
can use our core research and development strengths and collaborating with scientists across 
the University of Massachusetts to maximize our impact.  One step on this path has been the 
recent award of the “Next Hundred Million” pilot projects which brings together scientists 
from MassBiologics and UMass to expand the pipeline.  From 21 applications 4 projects 
were recently funded.  Below I want to briefly summarize each of the projects.  

Hepatitis C virus (HCV) currently infects nearly 200 million people worldwide often leading 
to chronic hepatitis and liver failure. While current treatments for HCV infection are improv-
ing there is no effective vaccine. A breakthrough in HCV therapy was achieved several years 
ago at MassBiologics with the identification of broadly neutralizing mono-clonal antibodies 
(MAbs) that target molecules on the surface of the virus that are common to almost all HCV 
strains.  The precise molecular structure of how the neutralizing antibody binds to the virus 
has been uncovered through x-ray crystallography giving us insight into the part of the virus 
that might be used as a vaccine to prevent HCV infection.  Dr. Yang Wang in the Discovery  
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duce neutralizing antibodies that we 
would be interested in developing as a 
therapy. Unfortunately, these technologies 
do not lend themselves to finding antibod-
ies directed against unknown antigens 
(you can’t immunize a mouse with some-
thing you don’t know about) or specific 
parts of a target that do not produce a 
robust natural response. This is of particu-
lar interest when a pathogen tries to hide 
from the immune system by disguising it-
self like the host so that the host doesn’t 
produce an antibody response to the 
pathogen.  

To address these issues, other technologies 
could be considered. For example,   
 Continued pg. 8 

Technologies in Antibody Discovery: Phage Display 
By Colby Souders, PhD 

Monoclonal antibodies can be developed 
several different ways. Traditionally we 
have used hybridoma technology, where-
by a mouse is immunized with the antigen 
of interest, the B cells from the spleen are 
harvested, turned into immortal cells and 
the ones expressing antibody that recog-
nizes the antigen are selected for further 
analysis. An alternative option is to isolate 
specific antibody-expressing B cells from 
the blood of humans immunized or infected 
with the antigen of interest, clone the anti-
body genes and perform extensive analy-
sis to identify the antibody. Both of these 
techniques rely on natural selection and 
the ability of the mouse (or human) to pro-
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By John Fitzmaurice 

Wild Turkey Population 

Wild turkeys (Meleagris gallopavo) are native to the Americas. Their habitat originally extended from southern Maine 
and Ontario west to central South Dakota, and south through Arizona to include all of Mexico except the southernmost 
and southeastern areas.  

By the early 1900's, land develop-
ment and hunting had reduced the 
U.S. wild turkey population to only 
30,000. However, in 1937 an ex-
cise tax was imposed on sporting 
arms and ammunition whose pro-
ceeds are used for wildlife restora-
tion including the restoration of wild 
turkeys and wild turkey habitats. 
Today, there are approximately 7 
million wild turkeys in the U.S. and 
their habitat extends further than 
their original range. There are wild 
turkey populations in every state 
except Alaska. Yes, there are even 
transplanted wild turkeys living on 
the Hawaiian Islands. There are six 
subspecies of wild turkeys and one 
distinct hybrid on the North Ameri-
can continent. Five of the six subspe-
cies and the one hybrid species can 
be found in the United States.  

The wild turkeys on the Mattapan Campus are members of the Eastern Wild Turkey subspecies (Meleagris gallopavo sil-
vestris) - the most common of the wild turkey subspecies numbering 5.1 to 5.3 million nationwide. 

Wild turkeys in Massachusetts 

By 1851, wild turkeys had completely disappeared from Massachusetts due to hunting and the clearing of land for agri-
culture, buildings, and roads. There were at least nine attempts to reintroduce wild turkeys to Massachusetts between 
1911 and 1967 using pen-raised stock. Only one of those repopulation attempts persisted and only with supplemental 
feeding. 

In 1972-73, thirty seven wild turkeys were live trapped in southwestern New York and released in the Beartown State 
Forest in southern Berkshire County. By 1978, the restoration effort in Berkshire County was declared a success allowing 
for the transplantation of in-state wild turkeys to 26 additional locations in Massachusetts. Today, there are an estimated 
30,000 to 35,000 Eastern Wild Turkeys in Massachusetts. 

Snoods, spurs, beards, poults, jakes, and caruncles 

Depending on the age of the wild turkey, it can be difficult to accurately identify males from females. Male and female 
baby turkeys known as poults are indistinguishable until they reach 4-5 months. Both juvenile male (jakes) and female 
(jennies) turkeys have dull feathers and look much alike although the jakes may occasionally puff up and begin posturing 
to establish dominance.  

Everything You Ever Wanted to Know About Wild Turkeys 

Figure 1 Current Wild Turkey Distribu on 
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Everything You Ever Wanted to Know About Wild Turkeys, contd. 
Adult females (> 1 year), known as hens have dull feathers and 
are smaller than males; usually weighing between 8 and 10 
pounds. Adult males, known as toms or gobblers are larger than 
hens, have iridescent feathers and weigh between 16 and 24 
pounds.  

Both adult males and females have fleshy growths on their heads 
called caruncles and a fleshy protuberance that hangs over their 
bills called a snood. The snood can be extended or contracted at 
will. A tom's snood is generally larger than a hen's. A tom grows a 
cluster of long hair-like feathers from the center of his chest known 
as the turkey's beard. Only 10 to 20 percent of hens also have 
beards. Toms also grow large spurs on the backs of their lower 
legs. The spurs are used for defense and to establish dominance.  
The best way to identify a tom from a hen is by the tail feathers or 
rectrices. Only toms puff up and fan their tail feathers (rectrices) to 
attract a mate.  

Wild turkeys are not territorial birds. 

Unlike territorial birds who cannot discern individuals, turkeys are social birds who rely on their ability to identify each 
other by sight and sound in order to maintain a "pecking order". This pecking order is a social hierarchy or ranking in 
which each bird is dominant over or "pecks on" birds of lesser social status. Turkeys can recognize several hundred other 
individuals for several months. Both toms and hens have their own pecking order when in same-sex flocks.  

Why are the wild turkeys attracted to the Mattapan Campus? 

The Mattapan Campus is a suitable setting for wild turkeys. There are plenty of trees to roost in and plenty of food to 
eat (grubs, grass, acorns, etc.) and the presence of people may keep their natural predators (raccoons, coyotes, hawks, 
etc.) at bay.  

Why are the wild turkeys aggressive towards some of us? 

The wild turkeys on the Mattapan campus have certainly become habituated (used) to us and no longer flee as they 
would normally do in more isolated wooded areas with less exposure to people.  

It is not a good idea to feed wild turkeys as is often observed on this campus. Feeding them habituates them and may 
cause them become bolder. Wild turkeys will capitalize on a situation when they detect that intimidation is effective. Imi-
tating turkey calls can also cause a tom to become aggressive. 

It is quite possible that the wild turkeys on the Mattapan campus recognize some staff members and regard them as part 
of the flock and therefore part of the pecking order. It is interesting to note that wild turkeys cannot accurately distinguish 
men from women but they will assign a sex to person based on their perception of the person's behavior and react ac-
cordingly, for an indefinite period. 

What can be done about the wild turkeys? 

The best defense against aggressive or persistent turkeys is to prevent the birds from becoming habituated in the first 
place by being bold with them. However, everyone must treat them the same way. Each and every turkey must view all 
humans as dominant in the pecking order and respond to them as superiors rather than subjects. You can drive off or de-
ter aggressive wild turkeys with bold action by forcefully fending them off with brooms or other non-injurious implements. 
However, the turkey may then recognize that individual as dominant but continue to respond to other people as subordi-
nates.  

Figure 2 Male Eastern Wild Turkey 
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News from Around Campus  

By Ellie Castano  

 

Terence R. Flotte, MD, the Celia and Isaac Haidak Professor of Medicine, executive deputy chancellor, 
provost, dean of the School of Medicine and professor of pediatrics, has been elected to the Johns 
Hopkins Society of Scholars. 

Established in 1967, the society honors distinguished former Johns Hopkins postdoctoral fellows and 
junior or visiting faculty who have served at least a year at Johns Hopkins and who have since 
gained distinction in their fields. The Committee of the Johns Hopkins Society of Scholars elects a lim-
ited number of scholars each year, based on recommendation made by academic departments. The 
society has inducted 551 members to date. 

Dr. Flotte received his undergraduate degree in the biological sciences from the University of New Orleans in 1982, and his 
medical degree from the Louisiana State University School of Medicine in 1986. After serving his residency in pediatrics at 
Johns Hopkins University, he completed a pediatric pulmonary fellowship and postdoctoral training in molecular virology there 
in 1992. In 1995, he was the principal investigator on the research protocol at Johns Hopkins that was the first to use rAAV as a 
vehicle to deliver corrective genes to targeted sites in the body. Since then, he has conducted several Phase 1 clinical trials for 
both AAT and cystic fibrosis as well as a Phase 2 clinical trial in AAT with vectors developed in his lab. 

“The period of time that I spent at Johns Hopkins was transformative for me. It was there that I truly became a pediatric physi-
cian-scientist,” said Flotte. “I am honored to be inducted into in this society with so many distinguished colleagues.” 

Flotte and his fellow 2013 inductees will be formally invested into the society at a ceremony in April in Baltimore. 

Flotte elected to Society of Scholars 

Sampson Davis, MD, was one of six children raised in a single parent home in one of the poorest 
neighborhoods in Newark, N.J. But despite the odds stacked against them, with determination, hard 
work and each other’s support, Dr. Davis and two likeminded friends who also become physicians 
prevailed over adversity on the mean streets to become what Oprah Winfrey called “premier role 
models of the world.” On Friday, Feb. 8, UMass Medical School will welcome Davis as the keynote 
speaker for its celebration of Black History Month. 

Today, Davis is an emergency medicine physician at St. Michaels Medical Center in his hometown, 
and a consultant for the Essex County Violence Prevention Institute focusing on gang awareness and 
preventive medicine. Along with his childhood friends Rameck Hunt, MD, and George Jenkins, MD, 
Davis previously co-authored three inspiring books about their lives: The Pact, We Beat the Streets, and The Bond. They also es-
tablished the Three Doctors Foundation with its mission to inspire and motivate youth to achieve leadership and career success 
through education and the formation of positive peer and mentor relationships. 

In his latest book out this month, Living and Dying in Brick City: An E.R. Doctor Returns Home, Davis examines the health care crisis 
in the inner city from his perspective as a doctor who works on the front line of emergency medical care in the community where 
he grew up—and where conditions like asthma, heart disease, stroke, obesity and HIV/AIDS are disproportionately endemic—
and as a member of that community who has faced the same challenges as the people he treats every day. 

The Black History Month program will take place on Friday, Feb. 8, in the Faculty Conference Room from 11:30 a.m. to 1 p.m. 
A light lunch will be available. Copies of Living and Dying in Brick City: An E.R. Doctor Returns Home will be available for pur-
chase and signing by Davis. RSVP to fernanda.gama@umassmed.edu. 

Doctor, author to speak at Black History Month celebration 
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By Kristen O’Reilly 

UMass Medical School Communications 

January 30, 2013 

 

Gov. Deval Patrick headlined a host of politicians and other dignitaries who marked the official opening of the Albert Sherman 
Center on Wednesday, Jan. 30, offering praise at the collaborative effort that allowed the building to be envisioned, funded 
and constructed and marveling at the promise of transformative research and education that will take place within the build-
ing’s walls. 

“We see our state in tomorrow, and it’s incumbent on all of us to work every day in that spirit,” said Gov. Patrick. “Those syner-
gies between the business, academic and medical communities are working. They are helping here in Worcester at the medical 
school and elsewhere in different parts of our commonwealth in a whole host of ways.” 

“To change the course and history of disease—that, and no less, is what brings us here today,” said Chancellor Michael F. Col-
lins. “Within the walls of this stunning building . . . education will be enriched, remarkable research breakthroughs will be 
achieved and patient care will be advanced. It is our moment and we are poised to deliver the full promise it represents.” 

The building’s namesake, former Vice Chancellor of University Relations Albert “Albie” Sherman, passed along wisdom from his 
own father, who said, “No one ever stands as tall as when he or she stoops to help another. For the men and women who will 
rise before dawn and work until well after dusk to fulfill the promise of the Sherman Center, may you stoop and rise up and 
may the fruits of your labor be an end to the suffering of too many.”Saying he was honored to represent the faculty of UMMS 
at the ceremony, 2006 Nobel Laureate Craig C. Mello, PhD, Howard Hughes Medical Institute Investigator, the Blais University 
Chair in Molecular Medicine and distinguished professor of molecular medicine and cell and developmental biology said, “We 
are deeply honored by the faith you have showed in us by making this building possible.” 

Dr. Mello echoed the 10 powerful sentences uttered by President Abraham Lincoln in his Gettysburg Address, saying “We too 
are met on a great battlefield, a battlefield in the war against disease and human suffering.” He noted that the battle contin-
ues and much is left to be done to combat the world’s toughest diseases, such as the diabetes that afflicts his own daughter. In 
his closing he addressed his colleagues, students and others, saying “Yes, the world will little note nor long remember what we 
say here, but they will remember what we do here. Indeed, it could make all the difference.” 

State Senate President Therese Murray was one of many speakers who praised the building’s namesake. “I love Albie Sherman. 
He’s absolutely one of the good guys,” said Murray. “This building is so befitting of Albie. It is big. It is great. It is wonderful,” 
agreed U.S. Rep. Jim McGovern. 

Other speakers included Lt. Gov. Timothy Murray, Speaker of the House Robert DeLeo, UMass President Robert L. Caret, 
Worcester City Manager Michael O’Brien, UMass Board of Trustees Chairman Henry Thomas, Katherine Craven from the 
UMass Building Authority and Susan Windham-Bannister, PhD, president and CEO of the Massachusetts Life Sciences Center. 

An essential element of the governor’s Life Sciences Initiative, the Sherman Center is an interdisciplinary, state-of-the-art re-
search and education facility designed to maximize interaction and collaboration among researchers, educators and learners to 
encourage innovation and learning across disciplines. It will be home to the UMMS Advanced Therapeutics Cluster, comprising 
the RNA Therapeutics Institute, the Center for Stem Cell Biology and Regenerative Medicine, and the Gene Therapy Center; the 
Department of Quantitative Health Sciences; and the interprofessional Center for Experiential Learning and Simulation. 

At 512,000 square feet, the Sherman Center includes research space for more than 100 investigators, six learning community 
centers, auditorium seating for 350, a cafeteria and a fitness center. 

Volume 2, Issue 2 

News from Around Campus  

Gov. Patrick headlines Sherman Center ribbon cutting 
 

Speakers praise collaborative effort in building new research 
and educational hub 
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Purification Move 

By Mark Leney, PhD 

The Harmonized Tripartite Guidance ICH Q10 “Pharmaceutical Quality System” requires a system of corrective and preventa-
tive actions (CAPA) to drive product and process understanding and improvement.  The guidance is not specific on how this 
might be implemented but it does require that the effectiveness of the action be evaluated and that leaders (not just the quality 
unit) have responsibility for commitment to, and the performance of, all aspects of a Pharmaceutical Quality System, including 
the CAPA system.  CAPAs come in many forms, some are short-duration defined tasks that are scheduled for completion with 
weeks, others are institutional-level policy and program reviews scheduled over months and years.  Some staff might not be 
assigned CAPA task for years, others could have dozens on their plate at any one time.  However each CAPA comprises tasks 
that we commit to and a target date that we aim to get it done by.  I am devising a method to look at workload, criticality and 
timeliness of completion of the CAPA tasks on the current docket.  In the coming months I will identify the individual or group 
that is doing the most to correct and improve our quality system.  If your CAPA tasks are simple, then please, close them out 
now.  If they are complex, think about the time and effort that will be required and if necessary, seek clarification now, ask for 
help and make a plan to close them in a timely manner.  

By Frank Fazio 

As part of the MassBiologics ongoing commitment to Td Manufacturing, MassBiologics is initiating a multi-phase construction and 
renovation project. As time has passed, it has become apparent that more effectively utilizing our modern manufacturing facili-
ties in Mattapan allows us to continue to enhance our ability to manufacture high quality product in compliance with all regula-
tory requirements. In 2012 MassBiologics moved the Td compositing process from our manufacturing facility in JP to our manu-
facturing facility in Mattapan. A Prior Approval Supplement (PAS) has been submitted to the FDA for the compositing move. 
Even as we wait for the FDA action on our PAS the second phase of the project has been initiated. In this second phase we will 
move the Tetanus and Diphtheria toxoid purification processes from our plant in JP to our plant in Mattapan. The purification 
process includes the processes of precipitating the crude inactivated tetanus and diphtheria toxoids with ammonium sulfate, and 
running a variety of filtration processes including a sterile filtration step. Several of the processes are executed inside of a 2oC 
– 8oC cold room. 

Moving of the purification process will require us to renovate part of our existing manufacturing facility on the first floor of the 
MassBiologics Manufacturing facility in Mattapan 1. A suite of rooms currently used for operations such as AQL inspection and 
gowning storage have been identified as suitable space to be renovated into the new purification suite. A design and construc-
tion team has been assembled to help MassBiologics convert the space in the Mattapan manufacturing facility into a flexible 
manufacturing suite that is suitable both for the purification the existing and Tetanus and Diphtheria components and could be re
-tasked for future manufacturing needs. Perkins Eastman is the responsible architectural firm on the project. Perkins Eastman has 
extensive experience in the design of Life Science space. Perkins Eastman is augmenting their design capabilities with Bush / 
Wang Architects and the engineering firm of BR+A. Many of you will recognize familiar faces on the design team. Individuals 
from Bush/Wang and BR+A were part of the team that designed the MassBiologics Research and Administration Facility. Be-
cause of the many utility dependencies between the MassBiologics Manufacturing Facility and the MassBiologics Research and 
Administration Facility the team members from Bush/Wang and BR+A have an extensive understanding of our infrastructure 
and have significant experience in working in an operating cGMP environment. Rounding out the design and construction team is 
Suffolk Construction Company. Suffolk Construction is one of the premier construction companies in the northeast. Suffolk has 
many life science manufacturing and laboratory construction projects to their credit including the Albert Sherman center at 
UMMS and the MAB at UMass Dartmouth. Several of the key Suffolk team members include alumni of the project that built the 
MassBiologics Research and Administration building. The extensive experience of the design and construction teams in the design 
and construction of life science manufacturing space, specific MassBiologics infrastructure, and specific MassBiologics policy 
made this team uniquely qualified to design and build the new purification suite. 

Continuous Improvement 
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research department will be working with Drs. Zhiping 
Weng and Brian Pierce at UMMS to design proteins that 
will present this part of the virus to the immune system and 
elicit antibodies that should be protective.  Such designer 
proteins will then be considered as vaccine candidates.   

Lyme disease is the most common tick transmitted infectious 
disease in the United States and Europe and is broadly 
distributed in temperate climate zones of Asia.  The causa-
tive agent for Lyme disease in the United States is Borrelia 
burgdorferi, while almost all cases in Europe and Asia are 
caused by Borrelia afzelii, Borrelia garinii, as well as B. 
burgdorferi.  Studies in humans and in animal models of 
Lyme disease have shown that protection against Lyme dis-
ease is mediated by antibodies against a part of a major 
surface lipoprotein called outer surface protein A or OspA.  
Unfortunately, antibodies against the OspA of B. burgdor-
feri do not prevent infection by B. garinii or B. afzelii.  The 
crystal structure of B. burgdorferi  OspA in complex with the 
protective antibody has been solved so we know exactly 
how this antibody binds to the bacteria that causes Lyme 
disease in the USA.  We also know how the Osp A’s of the 
European and Asian strains differ from the Osp A of the 
American strain.  On our way to developing a medicine to 
prevent Lyme disease around the world, Drs. Leila Sevigny 
and Yang Wang at MassBiologics and Dr. Celia Schiffer’s 
team at UMMS will be using structure prediction and dock-
ing software to predict and test the interaction of the anti-
body with OspA’s from all the strains that cause Lyme dis-
ease.   

A third project proposes a paradigm shifting approach to 
the treatment of a broad spectrum of cancers and builds on 
MassBiologic’s expertise in protein therapeutics.  In most, if 
not all cancers, normal genes that suppress tumor develop-
ment are silenced and the tumor suppressor proteins (TSPs) 
are not expressed.  If it was possible to get the TSPs inside 
the tumor cells it should be possible to stop the cancer in its 
tracks. Indeed Dr. Jack Leonard’s group at UMMS has 
shown that TSP replacement inside the cell leads to cell 
death in prostate, ovarian, and breast cancer cells. The 
methodology to deliver TSP’s that act within cells poses a 
significant problem to the development of therapeutics for 
metastatic cancer. This project exploits  a promising NEW 
strategy that utilizes small membrane transduction domains 
(MTDs) to deliver TSP’s into cells. Drs. Lauren Roth and Bill 
Thomas at MassBiologics will be working with Drs. Leonard 
and Karl Simin at UMMS to produce pharmaceutical grade 
TSP linked to the MTD for use in proof-of-concept studies 
validating the therapeutic potential of our novel cancer 
therapeutic. 

Tuberculosis, caused by Mycobacteria tuberculosis (Mtb), is a 
major cause of human morbidity and mortality.  It is estimat-
ed that about 1/3 of the world’s population (or over 2.3 
billion people) are infected with Mtb.  In 2011 there were 
8.7 million new cases (12,000 in the US) and 1.4 million 
deaths from tuberculosis.  People become infected by inhal-
ing the organism which attaches to cells lining the respiratory 
tree.  Drs. Brett Leav and Colby Souders of MassBiologics 
along with Dr. Chris Sassetti at UMMS are pursuing the idea 
that complete protection from infection is possible by block-
ing the critical initial interactions of the organism with host 
cells.  They will use a systematic high-throughput approach 
to comprehensively screen the entire outer surface of Mtb 
for the molecules necessary for attachment and infection.  
This unbiased comprehensive approach is made possible 
using MassBiologics’ core antibody technology and a novel 
way of bar coding Mtb.  Promising discoveries resulting from 
this proposal will have a high likelihood of translation into a 
human therapeutic to prevent tuberculosis.   

These are a few of the new targets being explored at Mass-
Biologics.  As you sit down with your families and they ask 
“what are you doing at work” I hope you will share with 
them some of the excitement about these important initiatives 
at MassBiologics.   

From the Desk of Dr. Mark Klempner, contd. 

The design and construction team has made great progress 
against the overall project plan. The architectural design 
was completed on 01/04/2013 and the mechanical, electri-
cal, and plumbing design completed on 02/01/13. Both of 
the design milestones were met on time by the team. The 
next milestone is the construction mobilization and construc-
tion.  The entire team is confident that the current target con-
struction start date of March 4, 2013 will be met. The con-
struction of the purification phase is expected to be com-
plete by April 30, 2013. Once the facility is turned back 
over to MassBiologics, the validation of the purification pro-
cess in the new facility will begin.    

A construction progress SharePoint site is being developed. 
This SharePoint site will allow MassBiologics employees to 
see photos of project and track progress of the project. 
More information regarding the SharePoint site will become 
available through MBL notifications shortly.  

Purification Move, contd. 
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MEDICINE FOR BETTER LIVES 

“phage display” is a technology first developed in 1985, 
but with modern technology it can be leveraged for 
more powerful applications than originally imagined. A 
bacteriophage is essentially a virus that infects bacteria. 
It is very simple with just a few proteins expressed that 
multiplies quickly within bacteria. Using modern cloning 
techniques, the phages can be manipulated to express or 
“display” any small protein on their surface, including the 
binding regions of antibodies. By engineering and clon-
ing billions of different antibody binding region sequenc-
es into phages, a “library” of phages can be produced, 
each expressing a different antibody on their surface. A 
phage particle displaying an antibody also carries the 
gene for the same antibody. This makes it possible to 
extract an antibody from the library by screening for 
phages that bind and then clone the genes from the 
phage to make antibodies as we normally do. The 
phage binding or “panning”, is a powerful way to rapid-
ly isolate antibody genes. 

The advantages of using this system to select positive-
binding antibodies are three-fold. First, since the anti-
body sequences are engineered in vitro, some antibodies 
might be produced that would not be possible by immun-
ization alone. Second, selection of antibody clones occurs 
in the lab rather than in an animal, giving us much more 
control over the selection process. Finally, replication of 
phages and identification of the antibody they are ex-
pressing is efficient, making it possible to rapidly search 
and identify a variety of unknown targets. While any 
one technique mentioned above may work in itself, likely 
a combination of techniques would be valuable for dis-
covery of optimal antibodies.           

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

Letter to the Editor: Beginning next newsletter we 
would like to hear from you. We will be adding a 
‘Letter to the Editor’ section. If there is something you 
would like to submit please send no more than 150 
words to Jeffrey.Way@umassmed.edu. All submissions 
will be reviewed and one will be selected every month 
to be printed in the newsletter. 

On 23 January, MassBiologics received a copy of the 
FDA’s Establishment Inspection Report (EIR), produced fol-
lowing the routine biennial inspection conducted by FDA’s 
“Team Biologics” in May of last year.  The FDA issues cop-
ies of their EIR when they consider the inspection closed;  
this EIR was accompanied by a letter acknowledging re-
ceipt of MassBiologics’ response to the Agency’s inspection-
al findings, indicating that the implementation and effec-
tiveness of the corrective actions we had committed to will 
be evaluated at the next inspection.  No new or unex-
pected issues were raised in the EIR (which is available for 
review internally for those interested) and thus this repre-
sents a successful conclusion to the current cycle of FDA in-
spection.  Well done to everyone involved.  

Regulatory News 

February HRDI Calendar 
Friday February 8th: Ben Moorghen 

Tuesday February 12th: Jim Mack 

Friday February 22nd: Jodie Nosiglia 

Thursday February 28th: Ben Moorghen 

Note: HRDI staff will be onsite 10am-4pm in Room 2020 of MTP 
II.  Staff substitutions may be made due to unforeseen circum-
stances.  For immediate assistance please contact the Human 
Resources Benefits Service Center Team  

PHONE:  508-856-2282  |  Monday-Friday, 8:30a.m.-4:30p.m. 
EMAIL:  Benefits.UMMS@umassmed.edu 


