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A P I — B i o m a n u fac t u r i n g

ADCs Provide New Frontier
Manufacturers

for

Contract

Antibody drug conjugates (ADCs) are a growing field in the bio/pharmaceutical
industry, as the technology allows for the development of highly targeted therapeutic approaches for a range of diseases. Because of their complexity, ADCs
offer unique opportunities and challenges for CMOs and bio/pharmaceutical
companies seeking CMO partners for their ADC candidates.
“There are some real technical challenges in producing ADCs. It is not an easy
thing to attach a drug to a monoclonal antibody (MAb),” commented Tom
Ransohoff, Vice President and Senior Consultant, BioProcess Technology Consultants (BPTC). “There are four main elements to manufacturing ADCs: bulk
production of the monoclonal antibody; bulk production of the small molecule
drug; coupling of the monoclonal antibody and the small molecule drug via the
use of a chemical linker; and a fill/finish operation to put the product in the final
dosage form for the patient.”
One of the difficulties lies in the fact that both the antibody and the drug must
retain their activity after the two have been chemically attached. “The union
of the antibody, a biological compound, and the drug coupled to the linker, a
small molecule compound, must be made chemically, with the ADC retaining
the binding activity of the antibody as well as the biological activity of the drug,”
explained Tom Rohrer, Senior Director, Lonza (Basel, Switzerland). As a result,
the production process involves an array of considerations.

Captive Capacity......................................11

Multiple Manufacturing Technologies

Outsourcing Events.................................11

The production of ADCs requires both biologics and small molecule manufacturing capabilities. Mammalian cell culture is utilized to produce the antibody,
while synthetic chemistry processes are involved in the manufacture of the linker
and the small molecule drug.
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Complicating the manufacturing process is the fact that in the current crop of
ADC candidates, the small molecule API is usually cytotoxic or highly potent,
so many of the manufacturing steps must take place in a high containment environment. This limits the number of CMOs that can participate in the process.
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“Perhaps one of the greatest technology challenges associated with ADC manufacturing is the design and construction of an aseptic biological manufacturing
environment that allows safe manipulation of highly toxic drugs. ADC manufacturing requires manipulation of
cytotoxic drugs with very low occuPharmSource is now
pational exposure levels, in the 10 -9
on
Twitter and LinkedIn!
gram/M3 range,” Rohrer added.
“The linkers are chemically synthesized and require traditional small
molecule technology for production.
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[However,] attachment of the linker to the drug requires … a special environment to isolate personnel
working in the area from potential exposure during chemical coupling of the drug and linker,” continued Rohrer.

Complex Supply Chain
While the goal is to have a simple supply chain, multiple players in multiple locations are often
involved in the process of ADC production. “In some cases, three separate CMOs are used – one
for the chemical linker, one for the antibody and one for the highly potent drug. Then, everything is
shipped to someone else who can do the conjugation,” explained Tom Gelineau, Director of Contracts
and Special Projects, SAFC (St. Louis, Mo., USA).
A broad array of CMOs can manufacture the monoclonal antibodies and highly-potent APIs. The
PharmSource Advantage database lists nearly 40 CMOs that can manufacture MAbs at the 500 L or
above scale, and nearly 30 small molecule API manufacturers with cytotoxic capabilities. Advantage
also lists over 150 fill//finish CMOs, but only 21 of these can handle cytotoxic compounds and few
have actual experience with ADCs.
However, the opportunities for participating in linker manufacture are more limited. That’s because
the two primary ADC technologies on the market today are proprietary to the companies that developed them: Seattle Genetics and ImmunoGen. Both offer two basic chemical linkers; depending on
the antibody involved, one or the other linker is used. SAFC currently manufactures all of ImmunoGen’s linkers, along with linkers for other undisclosed clients, while Albany Molecular Research,
Inc. (AMRI – Albany, N.Y., USA), has an alliance with Seattle Genetics to produce its chemical linker
system. A handful of additional bio/tech companies are in the process of developing their own antibody
linking technologies.
Only a few CMOs are currently offering ADC linking services, usually in conjunction with some other
step in the process. SAFC, for example, is able to provide clients with most of the parts of the production process except for the manufacture of the monoclonal antibody. “We manufacture the linkers and
the highly potent drugs at one facility, SAFC Madison; and, we provide conjugation at our St. Louis
facility,” stated Gelineau.
Lonza comes closest to offering a single source CMO option. It offers ADC conjugation services at its
facility in Visp, Switzerland, where it also has manufacturing operations for highly-potent APIs. Lonza
can manufacture the monoclonal antibody at production sites in Slough, UK; Portsmouth, NH, USA;
and Tuas, Singapore.
Other players include Laureate Biopharma (Princeton, N.J., USA); Piramal Healthcare Pharma
Solutions (Mumbai, India); Abbott Contract Manufacturing (Chicago, Ill., USA); Aquitaine Pharm
International/Pierre Fabre (Idron, France); and Novasep (Pompey, France).
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Technology Set to Expand

Antibody Drug Conjugates

The field of ADC technology is
expected to expand rapidly in the
future. “Although most of the focus is
currently on oncology, as we see more
success in this area, we are going to
see expanded indications for ADCs,”
Gelineau commented. In fact, there is
a broad range of potential applications
for the technology.

Antibody drug conjugates (ADCs) are made up of three components: a
monoclonal antibody attached to a small molecule drug, generally a cytotoxic
compound that serves as an anticancer agent, via the use of a chemical linker.
The combination of these three components enables production of a therapy
that is both highly specific and highly toxic.
“An ADC, at a very high level, is a more effective way of delivering a drug.
It is a targeted drug delivery system,” explained Tom Gelineau, Director of
Contracts and Special Projects, SAFC (St. Louis, Mo., USA). “The antibody
is the targeting mechanism that goes to a specific site in the body, bringing
the drug along with it instead of allowing the drug to circulate systemically
in the body.” In fact, the conjugation of the drug to the monoclonal antibody
allows the therapeutic to be delivered directly to diseased tissue without
causing damage to healthy tissue. It also prevents the compound from being
rejected by the body and producing side effects associated with traditional
chemotherapy.

“With the advent of conditionally
stable linkers which have improved
serum stability, targeting agents will
be used to improve the therapeutic
index of non-cytotoxic drugs and
nanoparticle technology, as well,” said
Rohrer.

Linking Technology Breakthrough
Recent advancements seen in the development of ADCs have been primarily
due to the progress made in chemical linker technology.
The chemical linkers used in ADCs consist of labile bonds that allow the drug
to be released once the ADC has been internalized by the target cell. The new
generation of linkers is more stable in circulation but retain the ability to be
labile after cellular binding occurs. This has allowed for improved stability and
lower systemic toxicity. Previous ADCs were made with linkers that released
the toxin prematurely, before arriving at the target tissue, and resulted
in side effects similar to those experienced with the use of non-specific
chemotherapeutics.
“Currently, most clinical trials are using two predominate technologies that
have been proven in human safety testing. The companies that own these technologies have spent considerable financial resources developing and evaluating
the medicinal chemistry associated with serum stability and drug release in the
target cell. If companies wish to evaluate this proven technology a licensing
agreement is required with the technology enabling companies,” said Tom
Rohrer, Senior Director, Lonza (Basel, Switzerland).

Expanding Pipeline
There are a growing number of ADCs currently in clinical development; the
FDA recently approved the ADC Adcetris, a treatment for Hodgkin lymphoma
and systemic anaplastic large-cell lymphoma, in August 2011. Adcertris, which
was developed by Seattle Genetics and Millennium Pharmaceuticals, is only
the second ADC to receive FDA approval. The first, Myotarg, was approved
in 2000. Developed by Wyeth as a treatment for acute myeloid leukemia,
Myotarg was voluntarily withdrawn from the market in 2010 after a Phase III
trial illustrated that there was no survival advantage for the drug plus chemotherapy versus chemotherapy alone. However, ADC technology has improved
rapidly over the past decade and there are at least 14 new ADCs being evaluated in clinical trials.

©2012 PharmSource Information Services, Inc. 1-703-383-4903

Research is already being done to
conjugate monoclonal antibodies with
imaging agents. Others are exploring
conjugation with enzymes. “By doing
this, the enzyme would convert an
innocuous compound into a cytotoxic
compound at the appropriate time and
in the appropriate location within the
body,” continued Ransohoff.
The hurdle, though, remains the manufacture of these compounds. In fact,
Ransohoff pointed out that a recent
BPTC bioPULSE survey revealed that
the majority of respondents (83%)
expect to see a significant increase
in the number of ADCs entering the
bio/pharmaceutical pipeline over the
next five years; however, respondents
remain concerned over the availability
of conjugation technology and linker
chemistry, as well as outsourcing companies to provide development and
supply of these products. Clearly, as
the ADC field grows and the demand
for conjugation services increases,
there will be opportunities for CMOs
equipped to handle both highly potent
small molecules and biologics to
jump in.
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Sigma-Aldrich

to Acquire

BioReliance

Sigma-Aldrich Corporation (St. Louis, Mo., USA) has agreed to acquire BioReliance Holdings,
Inc. (Rockville, Md., USA), a provider of global biopharmaceutical testing services, from Avista Capital
Partners for USD 350 million in cash. The acquisition is expected to close in the first quarter of 2012.
BioReliance offers a variety of testing and manufacturing services for biopharmaceuticals, including
analytical methods development and testing, characterization, viral clearance, genomics testing, manufacture of viruses and viral vectors and animal toxicology. The company’s headquarters and main
labs are in Rockville; it has additional lab capabilities in Stirling, Scotland and GMP manufacturing
operations in Glasgow, Scotland. It has 650 employees.
According to Sigma-Aldrich, BioReliance had 2010 revenues of USD 110 million of which 80% were
from biopharmaceutical services, 15% from specialty toxicology and the remainder from animal care
services. Revenues were expected to have grown by 10% or more in 2011.
The USD 350 million price represents a multiple of 3x revenues and probably 15x EBITDA. Avista
will realize a gain of USD 130 million over the USD 220 million it paid when it bought BioReliance
from Invitrogen (now Life Technologies) in 2007.

Sigma-Aldrich’s acquisition of BioReliance is reminiscent of Invitrogen’s acquisition of BioReliance
for USD 500 million in 2004, in the sense that both buyers have large businesses in selling laboratory
consumables to the life science industry, as well as large cell culture media businesses. The deal
worked out badly for Invitrogen, which tried to use the lab services business as a way to showcase its
laboratory testing products and never really understood the services business.
While Sigma-Aldrich has been somewhat vague about the strategic rationale for its acquisition of BioReliance, we expect the deal to work out much better this time around. Under its SAFC subsidiary,
Sigma-Aldrich has an established and successful services business that includes major units targeting
biologics. BioReliance fits well with key elements of SAFC’s biologics offerings:
◆◆ SAFC is a major supplier of media and nutrients for cell culture media, and may have cross-selling
opportunities among media clients and BioReliance.
◆◆ SAFC has viral vaccine and vector manufacturing capabilities at a facility in Carlsbad, Calif., USA,
which complement the BioReliance facilities in Glasgow.
◆◆ SAFC has a business that manufactures antibody-drug conjugates, including capabilities for making
the high potency API and for making the linker (see article above). The BioReliance testing capabilities can complement this service.
◆◆ SAFC promotes and supports the Pfenex expression system.
◆◆ SAFC offers microbial fermentation capabilities at its facility in Jerusalem, Israel.
For more information on the business and capabilities of Sigma Aldrich Corporation, click on this box or go to
www.pharmsource.com and search by company name. If you need your access codes, just call 1-703-383-4903 (ET).
For more information on the business and capabilities of BioReliance, click on this box or go to www.pharmsource.com and
search by company name.
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API — Biomanufacturing in Brief
Amgen Pharmaceuticals (Thousand Oaks, Calif., USA) entered into a strategic alliance with
Watson Pharmaceuticals to develop and commercialize oncology antibody biosimilar medicines.
Under the agreement, Amgen will be responsible for the development, manufacture and initial commercialization of oncology antibody products. Watson will contribute up to USD 400 million in
co-development costs over the course of development. The collaboration will not include biosimilars
of Amgen’s proprietary products.
DSM Biologics (Parsippany, N.J, USA) finalized the terms of its partnership with the University of
Queensland’s Australian Institute for Bioengineering and Nanotechnology (AIBN) to provide commercialization services for the AIBN’s development-stage biologics projects. Under the agreement, DSM
will be responsible for the day-to-day operations of an AUD 65 million (USD 67 million) biopharmaceutical manufacturing facility currently under construction in Brisbane, Queensland. The facility,
which will produce both clinical and commercial grade biologics, will be owned by the Queensland
government entity Biopharmaceuticals Australia.
Lonza (Basel, Switzerland) launched a new microbial-based platform for the production of plasmid
DNA vaccines and therapeutics that is compatible with a variety of E. coli hosts. The new microbialbased platform is available for process development projects in either Lonza’s Hopkinton, Mass., USA
or Visp, Switzerland development and manufacturing facility.
Scil Proteins GmBH (Halle, Germany) completed the divestiture of its R&D, contract development
and manufacturing organization to Formycon GmbH, a subsidiary of Nanohale AG. Nanohale is a German-based developer of nanoparticle-based carrier systems for pharmaceutical formulations.
S ide E f f e c t s

Side Effects identifies CMOs and CROs that might be impacted by key events affecting their clients,
including company acquisitions, product acquisitions and licenses, product approvals, late clinical
product terminations and FDA rejections.
Contractor

Pharma Company

Event

Product

Relationship

Potentially Positive
Patheon

Optimer
Pharmaceuticals, Inc.

FDA approval,
Marketing approval
from European
Commission

DIFICID/DEFICLIR

Solid dose
manufacturing

Janssen-Cilag S.p.A

Johnson and
Johnson

European marketing
approval

EDURANT

Solid dose
manufacturing

Patheon

Antares Pharma Inc.

NDA approval

ANTUROL

Semi-solid and liquid
manufacturing

Source: PharmSource Lead Sheet
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C o m m e r c ial D o se Ma n u f a c t u r i n g

Endo Hit

by

Novartis Shutdown

Endo Pharmaceuticals (Chadds Ford, Penn., USA) is a victim of the shutdown of Novartis Consumer
Health Inc.’s Lincoln, Neb., USA manufacturing facility. As a result of the shutdown, nine Endo
analgesic products will be subject to “short-term supply disruptions,” according to the company. The
supply of OPANA ER, an extended-release oxymorphone hydrochloride tablet, will be most severely
impacted by the shutdown, but a number of other well-known opioid analgesics – including Percocet,
Percodan, Endocet, Zydone and extended-release morphine sulfate – may suffer shortages.
According to Endo’s SEC filings, the Novartis Lincoln facility is Endo’s only CMO for production of its solid dose products. The company has its own manufacturing facility in Huntsville, Ala.,
USA, which was part of its acquisition of Qualitest Pharms in 2010. Endo said it has initiated manufacturing of Percocet and Endocet in the Huntsville facility, which is approved and equipped to
manufacture controlled substances.
Endo also said that it will expedite the production of the new crush-resistant formulation of Opana
ER “at a third-party manufacturing facility managed by Endo’s development partner, Grünenthal.” It
is not clear whether it is a Grunenthal facility or a CMO working for Grunenthal, which has its own
pain management product line, and offers contract manufacturing at its own manufacturing facilities.
One other product affected by the shutdown is Voltaren Gel, a topical analgesic that will be produced
at “another Novartis manufacturing source.” Once again, it was not clear whether that was another
Novartis facility or a CMO managed by Novartis.
The suspension of production at the Novartis Lincoln facility was announced following the discovery that packages of some products could contain some stray capsules or caplets of other products.
The facility manufactures OTC products, including Excedrin, NoDoz, Bufferin and Gas-X, as well
as animal health products. According to Novartis, the Endo products were made on the same line as
the Gas-X product.
Supply interruptions caused by quality problems seem to be on the upswing in the bio/pharma
industry, and not just in the sterile injectable arena, where the FDA has gotten more stringent. The
obvious lesson here seems to be that bio/pharma companies need to monitor CMO quality carefully
and have second source or back-up arrangements in place. However, those arrangements are not
always feasible.
Endo seems to have covered itself as far as back-up plans for some of the affected products, thanks
to its recently acquired in-house manufacturing operations and the ability to rely on its development
partners. However, for some of the products, it may not have been feasible to have second source
arrangements due to volume and cost considerations.
Further, given that the Lincoln facility was primarily devoted to Novartis products, with Endo as the
only apparent contract customer, Endo probably didn’t have much sway to influence quality and production practices, and may have depended on Novartis’s self-interest in assuring that practices were
appropriate. Dedicated CMO facilities that are audited frequently by customers may be less susceptible to these quality surprises.
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BSP Expanding Cyto Lyo Capacity
BSP Pharmaceuticals (Latina, Italy), a CMO specializing in cytotoxic injectable and solid dose products, has begun a major expansion of its injectables capacity. BSP will increase lyophilization capacity
for cytotoxic injectables by 60 square meters (600 square feet), adding two 30-square-meter freeze
dryers, along with associated filling capacity. Work began in January 2012 and is expected to take
24 months; BSP plans to file its first SNDA in late 2013.
According to BSP CEO Aldo Braca, the new facility has been designed to handle specialized cytotoxic
compounds, including antibody drug conjugates and lipid formulations; it will be able to handle traditional small molecule cytotoxics, as well. The facility has been designed for full containment and to
meet US, EU and Japanese regulatory requirements.
BSP’s expansion is a response to the exit of Ben Venue Laboratories from the CMO business and
the bankruptcy filing of Nextpharma’s Belgian operations, which created a void in cytotoxic injectables capacity. BSP has been a beneficiary of Ben Venue’s exit, as have Baxter Biopharma Solutions
(which recently brought new capacity on line), Pierre Fabre and DSM Pharmaceuticals.
For more information on the business and capabilities of BSP Pharmaceuticals, click on this box or go to
www.pharmsource.com and search by company name.

Patheon, Procaps

in

Softgel Alliance

Patheon (Durham, NC, USA) and Procaps S.A. (Barranquilla, Colombia) formed an alliance to offer
softgel development and manufacturing services. The offering will be branded as “P-Gels” and the partnership will give Patheon rights to market Procaps’ soft gel technology and manufacturing capabilities
in North America, Europe and Asia.
Procaps has softgel manufacturing facilities in Colombia, Venezuela and Brazil, with capacity of
9 billion capsules; the Colombian facility is FDA-registered. It has capabilities for modified-release technologies and has a vegetable capsule offering. It is a supplier of OTC and Rx products for a number
of major bio/pharmaceutical companies including Pfizer, for which it makes Advil Liquid Gels for the
Latin American market. The company also has capabilities for sterile products. Procaps was founded in
1977 and has over 3000 employees.
Patheon has clinical-scale softgel capabilities at its manufacturing facility in Cincinnati, Ohio, USA.
Clients will have the option of doing development and clinical manufacturing there, and transferring
the product to Procaps for commercial manufacture. Patheon and Procaps technical and customer
service teams will work together during development to facilitate tech transfer.
The Procaps deal reflects several elements of Patheon’s current business strategy:
◆◆ Broadening its offerings to address the formulation needs of poorly-soluble compounds. This was
kicked off last year with the launch of the SoluPath program, which offers an accelerated program
for assessing and recommending appropriate formulation solutions for poorly-soluble compounds.
◆◆ Managing its investments to improve its return on capital invested. This was at the heart of last
year’s announcement that the company would no longer promote its semi-solid manufacturing
capabilities, shut down its clinical packaging services offering, and seek to divest its Swindon,
UK, manufacturing facility. The Procaps deal enables Patheon to offer the softgel capability
without making a major capital expenditure.
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The deal also appears to be an effort to offer a competitive option to Catalent (Somerset, N.J., USA),
which dominates the softgel CMO business.
The challenge of such partnership arrangements is that while the customer is initially dealing with
Patheon and Patheon is putting its brand on it, the technical, delivery and compliance performance
ultimately lies with Procaps. The customer must be satisfied that Procaps can perform. Patheon executives say they are aware of the challenge, and their due diligence has satisfied them that Procaps will
be a reliable provider for clients. Patheon and Procaps also say they are putting project management
structures in place to assure an effective customer experience.
For more information on the business and capabilities of Patheon, click on this box or go to www.pharmsource.com and search
by company name.
For more information on the business and capabilities of Procaps, click on this box or go to www.pharmsource.com and search
by company name.

Commercial Dose Manufacturing in Brief
Ben Venue Laboratories (Bedford, Ohio, USA) announced that it will extend the voluntary suspension of manufacturing at its Bedford facility in order to complete the implementation of corrective
actions identified during FDA and EMA inspections in May and June 2011. Ben Venue announced
the voluntary suspension in November 2011, shortly after it decided to exit the contract manufacturing business. Ben Venue expects some manufacturing operations to resume during Q1 2012 and to
supply products by Q4 2012.
In the September 2011 issue of BPOR, we explored the impact of Ben Venue’s withdrawal from
contract manufacturing. Unfortunately, Hospira One 2 One was inadvertently left out of the chart
that identified CMOs with cytotoxic injectable capability.
IGI Laboratories (IGI – Buena, N.J., USA) entered into an agreement with Medimetriks Pharmaceuticals, a company that specializes in dermatology and podiatry products, under which IGI will
develop and manufacture Medimetriks prescription topical drug products. In addition, IGI will be
responsible for the distribution of a new line of prescription topical brands that Medimetriks will
launch in Q2 2012.
Norwich Pharmaceuticals (Norwich, N.Y., USA) announced that it signed contracts for five new
projects that have the potential to add more than 500 million units to the company’s commercial production during the next three years.
Cli n i c al D o se Ma n u f a c t u r i n g a n d P a c k a g i n g

Almac (Craigavon, Northern Ireland) announced an addition to its clinical services with the launching of Compass, the company’s new forecasting platform for the management of clinical supply chains
that will track packaging, labeling and distribution of supplies.
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A P I — S m all M o le c u le

Carbogen Amcis Acquires Formulation Capabilities
Carbogen Amcis AG (Bubendorf, Switzerland), a provider of process development and manufacturing services for high-potency APIs, has acquired Creapharm Parenterals, a subsidiary of Creapharm
Group. Creapharm Parenterals provides formulation development and manufacturing services for
liquid, semi-solid and injectable aseptic dosage forms from its facility in Riom, France. Creapharm Parenterals has been renamed Carbogen Amcis SAS.
Capabilities at the Riom facility include formulation development, lyophilization cycle development and GMP manufacture of clinical materials. The facility can aseptically fill injectables into vials,
syringes, cartridges and infusion bags. According to Carbogen Amcis, the facility has produced more
than 145 clinical batches since 2000 (less than 15 per year). The company employs 16 staff and was
inspected in 2009 by the French Health Agency (Agence Francaise de Sécurité Sanitaire des Produits de
Santé - AFSSAPS).
The Creapharm Parenterals acquisition is small, but positions Carbogen Amcis to provide a one-stop
development and manufacturing service for high-potency drug candidates. This could be an advantage
in the crowded high-potency API market, and may help Carbogen Amcis overcome the competitive
disadvantage posed by the high-priced Swiss franc.
The sale probably improved the financial standing of Creapharm, whose principal site is in Bordeaux.
The company had revenues of only EUR 8.7 million (USD 12 million) in 2011, so the poorly utilized
Riom site was probably a major drag on earnings. Creapharm has been trying to position itself as a
provider of clinical supplies services, including encapsulation, packaging and distribution, and the
Creapharm Parenterals business was a costly diversion from that strategy.
For more information on the business and capabilities of Carbogen Amcis, click on this box or go to www.pharmsource.com
and search by company name.
For more information on the business and capabilities of Creapharm, click on this box or go to www.pharmsource.com and
search by company name.

API — Small Molecule in Brief
Syntagon (Sodertalje, Sweden) announced plans to restructure its operations in Sweden and Latvia.
The Swedish site, Syntagon AB, will now focus on drug substance development, quality assurance and
regulatory support; the Latvian site, SIA Syntagon Baltic, will provide increased capacity for preclinical
and clinical development of drug substances. Several positions will be relocated from Sweden to Latvia.
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A n aly t i c al S e r vi c es

AAIPharma Acquires Celsis Labs
AAIPharma Services Corp. (Wilmington, N.C., USA) has acquired Celsis Analytical Services, a
provider of analytical testing services for the pharmaceutical, biotechnology and manufacturing sectors,
from Celsis International. Financial terms were not disclosed.
Celsis Analytical Services provides materials testing services from labs in Edison, N.J., USA and St.
Louis, Mo., USA, which have a combined size of 65,000 square feet. According to CEO Patrick Walsh,
the acquisition enables AAIPharma to expand its geographic reach to new regions of the US beyond
its current North Carolina operations. Further, according to Walsh, the Celsis facilities have operating
models that provide “industry-leading sample turnaround times” that Walsh hopes to duplicate at other
AAIPharma facilities.
The Celsis labs will be rebranded to the AAIPharma name during the first quarter of 2012 and will
offer their clients the broader range of AAIPharma testing and development services.
Celsis International had been a public company until it was acquired by private equity firm JO Hambro
in 2009. According to its last public filings, Celsis had contract services revenues of about USD
20 million at the time of the acquisition. PharmSource estimates that the revenues of the Celsis labs
boosts AAIPharma’s revenues by about 40%.
Celsis International also develops and sells microbiology testing instruments, and it will retain those
operations. In 2009, AAIPharma was acquired by private equity firm Water Street Healthcare Partners.
AAIPharma’s acquisition of the Celsis labs is another example of contract service providers broadening
their capabilities to better compete for business from major bio/pharma companies, as those companies
consolidate the number of vendors with whom they are willing to work.
For more information on the business and capabilities of AAIPharma Services Corp., click on this box or go to
www.pharmsource.com and search by company name.

Analytical Services in Brief
Lonza (Basel, Switzerland) entered an agreement with ImmuneMed to supply preclinical immunogenicity testing services for virus suppressing factor (VSF), ImmuneMed’s investigational protein being
developed for the treatment of several viral infections, including encephalomyocarditus, influenza and
hepatitis. Under the terms of the agreement, Lonza will conduct silico screening and deimmunization of
VSF at its protein services and development facility in Cambridge, UK.
Warnex (Laval, Quebec, Canada) entered into an agreement with an undisclosed private company to
sell its analytical services division, which provides quality control services in chemistry, chromatography, microbiology, method development and validation and stability studies. Under the agreement,
Warnex will receive USD 400,000 in cash, a cash payment of approximately USD 700,000 that is
equivalent to the working capital of the division at the time of closing, as well as a 15% passive equity
interest in the purchaser. The transaction is expected to close during January 2012.
Warnex also entered an agreement to sell its medical laboratories division to Gamma-Dynacare Medical
Laboratories for USD 7.5 million, plus up to an additional USD 2.6 million based on the performance
of the division during the first year after the closing of the deal.
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P h ase I I - I V Cli n i c al Resea r c h

ICON (Dublin, Ireland) entered into an agreement with Shire to become its sole provider of central
laboratory and clinical development services. Under the agreement, ICON will provide Shire with services, including site and country feasibility, ethics and regulatory submissions, clinical trial monitoring,
project management, site and study team support, medical management and medical data review and
the use of the test menu from its network of laboratories.
D r u g D is c o ve ry

Sygnature Discovery (Nottingham, UK) extended its strategic partnership with Cyprotex (Macclesfield, UK) for two more years. Under the terms of the agreement, Sygnature and Cyprotex jointly
provide discovery chemistry/ADME-Tox/DMPK services to clients.
Cap t ive Capa c i t y

Eli Lilly (Indianapolis, Ind., USA) announced plans to build a new 22,680-square-meter biopharmaceutical manufacturing facility at its plant in Cork, Ireland.
Novartis (Basel, Switzerland) received a warning letter from the FDA for cGMP violations identified at
three of its Sandoz facilities – Broomfield, Colo., USA; Wilson, N.C., USA; and Boucherville, Quebec,
Canada – during inspections conducted between April and August 2011. The violations included
failure to prevent microbiological contamination of sterile drug products, investigate out-of-specification
batches, clean and maintain equipment as well as ensure drugs’ identity, strength, quality and purity.
O u t s o u r c i n g E ve n t s

Informex 2012
February 14-17, 2012, New Orleans, La., USA
www.informex.com

INTERPHEX 2012
May 1-3, 2012, New York, N.Y., USA
www.interphex.com

LogiPharma Europe 2012
March 1-3, 2012, Geneva, Switzerland
www.wbresearch.com/logipharmaeurope/

ICSE USA 2012
May 22-23, 2012, Philadelphia, Pa., USA
www.icsexpo.com/usa/

Partnerships in Clinical Trials
March 5-7, 2012, Orlando, Fla., USA
www.clinicaltrialpartnerships.com

BIO 2012 Annual Convention
June 18-21, 2012, Boston, Mass., USA
www.bio.org/events/

DCAT Week 2012
March 12-15, 2012, New York, N.Y., USA
www.dcat.org

DIA 2012 Annual Meeting
June 24-28, 2012, Philadelphia, Pa., USA
www.diahome.org

For more outsourcing events visit www.pharmsource.com
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