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One of the biggest contributions of
the industry we represent is the fact
that the manufactured therapies
save so many lives and improve the
quality of life of so many others.

Recently 1 spent some time with
family and spoke a lot with one
member who is in the terminal phase
of renal cancer. Though he has
survived far longer than what was
predicted, he is going to leave us at
an age that is still too young. Seeing
this man inspiring his family and
being an example for so many
others, makes you realize how
important life is and what good an
individual can do.

As | write this, he is very engaged in
a project that will result in a youth
center and a baseball field next to
the local church so that children can
play ball in their small town in North
Carolina. His inspiration and leader-
ship are the drivers behind this great
initiative, his legacy.

People should be able to live a
normal life and not die prematurely.
Unfortunately, many persons suffe-
ring from Primary Immune Deficiency
(PID) have died at a young age
because it was not recognized that
their infections were caused by a
deficient immune system. The
Jeffrey Modell Foundation is named
after Jeffrey who died at the age of
15. His diagnosis came too late and

he could not battle his last fatal
infection. At the recent Plasma
Protein Forum we heard heartbreak-
ing stories of two persons explaining
what it was like to live with an
undiagnosed PID. More about that
can be read in this edition.

Immune globulins have become a
very important tool for many
physicians to treat their patients.
Many clinical indications have been
treated, some of them recognized by
the regulatory agencies and licensed,
some others require more work. But
the one thing in common is that
patients live a better life after using
this outstanding therapy.

The manufacture of the therapies can
not be done without plasma. Both
speakers discussing PID (and other)
participants at the Forum verbalized
their gratitude to all those who are
involved in the collection of plasma.
This starts with the donors who
spend so much of their valuable time
donating their plasma, but it also
includes all the personnel working at
the various collection sites. The
patients at the Forum said “THANK
YOU” to all involved in the collection
and manufacturing of plasma protein
therapies.

It feels good to work within an
industry like ours when individuals
express their gratitude. It motivates,

stimulates, encourages, helps; it is
just wonderful.

Thank you for the trust and
confidence in the ability of this
industry to continue its work and
save other lives!

I

Jan M. Bult / President, PPTA
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By Kara Flynn

Over 300 attendees and speakers participated in the 2007
Plasma Protein Forum, held June 5-6 at the Hyatt Regency
Reston in Reston, Virginia. The theme of this year's Forum,
which included a number of patient representatives partici-
pating in panel sessions, was “Committed to the
Community,” as PPTA highlighted industry’s commitment to
the community of plasma protein therapeutics users. The
2007 Forum addressed many of the policies and regulations
that impact consumers’ access to life-saving therapies.
Attendees came away with the knowledge that for everyone
in the plasma protein therapeutics community, there is a
shared understanding of the need to partner together to
assure patient access to life sustaining therapies.

Julie Birkofer, PPTA's Vice President North America, opened
the 28th Plasma Protein Forum, thanked attendees and
welcomed everyone to join her in celebrating 15 years of
PPTA by wearing a special pin proudly to mark the
occasion. She recognized that the industry is constantly
evolving and changing in response to patients' needs and
to meet the challenges of providing life saving therapies
and assuring access to them.

SO PR
FORUM

Pl at

Peter Turner
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Plasma Protein Forum 2007

Terry Halper

Peter Turner, PPTA Chairman and President of CSL Behring
L.L.C., warmly welcomed participants to the 2007 Forum
and declared the industry to be in “good shape” after a few
bumps in the road in years past. Mr. Turner discussed
supply and access issues for plasma protein therapies and
said that there are many parties responsible for
maintaining both - including, manufacturers, physicians
and regulators. Mr. Turner indicated that clinical research is
ongoing and delivery of therapies to patients is at record
levels in the U.S. A major concern right now, however,
according to Mr. Turner, is the lack of support for treatment
and inadequate reimbursement. He said payors have a
major responsibility to assure access and regulators
continue to be a critical partner in the equation as their
actions often have a tremendous impact on patients’
health. Mr. Turner concluded his remarks by noting that all
stakeholders have responsibility in furthering supply and
access given the stakes for patient well being.




Kathy Antilla, the Immune Deficiency Foundation's (IDF)
director of education and volunteer development and Terry
Halper, a patient representative, who uses intravenous
immune globulin (IVIG) therapies, gave the Keynote
Addresses and provided attendees with their inspirational,
true-life stories to help members of the audience
understand why plasma protein therapies are so vitally
important. In her remarks, Ms. Antilla discussed how she
experienced first hand the difference that IVIG therapies
can make. Her son lIsaac was diagnosed with a primary
immune deficiency at five and is now living a healthy, ener-
getic life at 15. Finally, Ms. Antilla focused on the
importance of plasma donation and the need for more
awareness of plasma therapies and the role they play in
saving lives. Terry Halper talked about the two lives he has
lived - the first without IVIG and the second life with IVIG.
According to Mr. Halper, in his first life, he was very sick
with a number of serious infections that were treated with
antibiotics. He said he had no energy and felt that he was-
n't going to survive for much longer. At age 33, he finally
was diagnosed by a doctor with a primary immune defi-
ciency. In his remarks, he described how his doctor pre-
scribed IVIG therapy, and from the moment he started tak-
ing it, his life turned around quickly. For more on Ms.
Antilla and Mr. Halper, see page 14.

In the first presentation, Patrick Robert of the Marketing
Research Bureau Inc., provided a comprehensive overview
of the global plasma protein therapeutics industry and
furnished global historical data on the core plasma-derived
and recombinant analog therapies used to treat individuals
with chronic diseases and disorders. In his presentation,
Mr. Robert said the trends for products including Factor

Alpha-1 Panel

VI, Factor IX, Polyvalent IVIG, Alpha-1 Antitrypsin and
Albumin continue on an upward spiral. IVIG's continued
market expansion being attributed to a long track record of
safety and efficacy as well as the influence of patients’
advocacy groups who rely exclusively on the therapies. He
added that the re-insertion of 1VIG into the World Health
Organization’s (WHO) list of essential medicines will make
it accessible to patients in less developed countries,
although it's high cost may hamper its wide application. In
conclusion, Mr. Robert noted that therapeutic plasma
proteins remain essential life-saving drugs for which there
is still no competitive drug.

Kathy Antilla
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The full gamut of issues impacting the bleeding disorders
community was explored in the second panel, “Bleeding
Disorders: Fundamentals of Access,” featuring caregiver and
consumer perspectives. Anna DeSimone of the National
Hemophilia Foundation (NHF) discussed Project Red Flag
(PRF), which is NHF's education and outreach program to
women and their healthcare providers about the symptoms
of bleeding disorders and the importance of proper
diagnosis and treatment. With PRF, the NHF is looking to
increase the diagnosis of the number of women with
bleeding disorders, especially those with von Willebrand
disease who are diagnosed and properly treated. In
addition, according to Ms. DeSimone, the group wants to
reduce inappropriate treatment of women with bleeding
disorders. Kerry Fatula of the Western Pennsylvania Chapter
of the National Hemophilia Foundation described her
personal experiences in serving as a caregiver for three
children with severe Hemophilia A. She said all three of her
four boys have developed inhibitors with varying degrees
of severity and it has taken a toll on the life of her family.
Ms. Fatula urged members of industry in attendance at the
Forum to keep supplies of treatments coming, as without

Mark Ballow, Dorothy Scott and Don Baker

these life saving therapies, her sons would suffer tremen-
dously. The final speaker on the panel, Dana Kuhn of
Patient Services Incorporated (PSI), said his organization
helps people locate health insurance and afford the premi-
ums in all 50 U.S. states. He said PSI has programs for
Alpha-1, Hemophilia and Primary Immune Defiencies, rec-
ognizing that treatments for these rare diseases are expen-
sive and treatments are difficult for some patients to
access. Mr. Kuhn said PSI works with federal government,
and has helped to introduce legislation in Congress, H.R.
5613: the Health Insurance Tax Credit Assistance Act of
2006. Finally, Mr. Kuhn noted that patients using PSI's
services have improved financially, met out-of-pocket costs
and ultimately went back to work because of improved
health.
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“Balancing the Perfect with the Practical: IVIG Analytes”
panelists looked at the composition of IVIG from the
perspective of the patient, industry and the regulator. This
unique approach to examining IVIG, focused on some of
the key issues of importance to consumers, namely, the
desired composition of IVIG for treatment, in addition to
taking into consideration manufacturing and regulatory
issues. Guest speakers for this informative event included
Dr. Don Baker of Baxter Bioscience, who offered an industry
perspective on the complexities of manufacturing human
plasma-derived therapeutics. The second speaker, Dr. Mark
Ballow, a renowned health care researcher who currently
serves as the Chief of Division, Director of Allergy/Clinical
Immunology and Pediatric Rheumatology at the Women and
Children’s Hospital of Buffalo, represented the patient
perspective on the panel by discussing the importance of
having an adequate supply of IVIG to treat patients; and
Dr. Dorothy Scott, who currently serves as Chief,
Hematologic Products Branch, Division of Hematology
(DH), Office of Blood Research and Review (OBRR), FDA,
talked about regulatory issues related to safety and
efficacy of immune globulins and shared some of the
outcomes from a workshop sponsored by IDF, FDA and PPTA
on immunoglobulin products on April 25-26.

The “Day in the Life of a Center Manager” panel highlighted
the unique and challenging occupation of a center
manager, who is often expected to have a broad knowledge
of virtually all facets of plasma collection, including
marketing, regulatory, management, accounting and

Randy Richards, Julia Bean and Johana Rummings

operations. As Baxter Biolife’s Julia Bean stated, a center
manager faces a number of challenges and opportunities.
She said that the key character traits of a center manager
are ethics, commitment, passion, support and the person
must be a visionary. Randy Richards of ZLB Plasma said as
a manager of a center, he wears many hats to round up 450
donors each day. He is often a bridge to his customers,
employees upper management and the community. He says




the heaviest hat to wear, is what he described as “the
crown of authority, responsibility and dedication.” The
third and final speaker for the panel, Johana Rummings of
Nabi Biopharmaceuticals, said her job is more than just
running a center, as it often requires her to be a bridge to
the community where she often attends local events, runs
food drives, participates in job fairs and holiday fund-
raising activities. She said the biggest key to her success is
asking her staff for ideas, soliciting feedback and
understanding their needs and providing recognition.
According to Ms. Rummings, every center manager is only
as good as the team that works with them.

“Alpha-1 Proteinase Inhibitors: Treating Rare Disorders,”
explored some of the issues surrounding Alpha-1
Antitrypsin deficiencies and other rare genetic diseases.
Miriam O'Day and John Walsh of the Alpha-1 Foundation,
provided an update on patient registries, disease
management programs and other important activities of

Diane Dorman, Ryan Faden, John Walsh, Elsa Anders and Miriam O'Day

the Foundation. Elsa Anders, a patient representative,
provided her unique perspectives on this rare disease and
described some of the challenges she has faced over the
years due to complications of Alpha-1. Diane Dorman of the
National Organization for Rare Disorders discussed
challenges inherent in the treatment and diagnosis of
Alpha-1 and Dr. David Wanner of the Alpha-1 Foundation
discussed Alpha-1 Antitrypsin deficiencies and related it to
the broader national initiative focusing on the treatment
and diagnosis of Chronic Obstructive Pulmonary Disease.

After an educational first day of events, Forum attendees
were invited to attend a cocktail reception and were
treated to a musical performance by the band, “lzzi Does
it.” PPTA's Director of Member Services, Cathy lzzi, serves
as the lead singer for the band.

On day two of the 2007 Plasma Protein Forum, PPTA Source
Board Chairman discussed trends in source plasma
collections. Kathleen Nolan, Health Division Director of the

National Governors' Association (NGA) gave the Keynote
Address on the second day of the Forum. In her role, Ms.
Nolan works collaboratively with Governors’ offices around
the country to develop health policy initiatives and best
practices. Her presentation focused on developments in
universal health care in the states and the implications for
the future of the U.S. health care system. In her remarks,
Ms. Nolan said that right now is a time of innovation and
there are a lot of plans at the state level with regard to
health care initiatives. She noted that states are using a
variety of innovative tools because they believe there is
not going to be a federal remedy. Among those tools, are
the expansion of public programs, covering individuals
under private sector coverage and offering premium
assistance to employers and tax incentives for individuals
and employers. Ms. Nolan said economics are the driver
since the uninsured cannot be ignored. In addition, drug
costs are high and there is a desire now to encourage
healthy lifestyles. Further, she suggested that if the plasma
protein therapeutics industry is looking for exemptions for
plasma protein therapies, they might be facing an uphill
battle as there are many challenges right now following the
exclusion of certain pharmaceuticals treating mental illness
that were later seen to be of no assistance to patients.

The “Immuneglobulin: Life Saving Plasma Therapy” panel
explored many facets of treating individuals who suffer
from chronic diseases with immunoglobulins. Marcia Boyle
of the IDF shared new data and provided an overview of the
primary immune deficiency community. In her remarks, Ms.
Boyle said that right now 35,000 to 50,000 people in the
U.S. are being treated for a primary immune deficiency, but
that is far lower a number than it should be. She said many
people have trouble accessing therapies or others are
prevented from obtaining IVIG due to product availability
or price. Ms. Boyle said IVIG is the only known therapy for
those who suffer from primary immune deficiencies and a
lot of time is spent advocating for changes in
reimbursement. She said there is a fight right now in all 50
states regarding coverage for healthcare. According to Ms.
Boyle, if everyone wants to assure patients are getting
access to care and the quality of care they deserve, there is
no choice but to engage in these discussions. Lyle Dennis
who spoke at the Forum on behalf of the Jeffrey Modell
Foundation, a U.S.-based consumer organization, described
some of the results of the public service advertising
campaign undertaken by the Foundation, which thus far
has reached approximately 90 million households via
television. Mr. Dennis said the advertising campaign is
supported by the U.S. Congress, National Institutes of
Health and Centers for Disease Control and has generated
$75 million in donated media thus far. Dr. Richard Hong of
the University of Vermont, provided a history lesson for
attendees, tracing the background of gamma globulin
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therapies and offering his perspective as a provider about
the importance of access to immunoglobulin for individuals
with life threatening conditions. The final speaker on the
panel, David Watters of the International Patient
Organization for Primary Immunodeficiencies (IPOPI),
provided a global perspective on the rare disease and
discussed three areas for priority action worldwide,
including awareness and education, screening and
diagnosis and treatment and management. He said there is
great value in working together, however, people in the
community need to be patient, because there are no
instant miracles. In addition, Mr. Watters talked about the
need for resources, and said although IPOPI is encouraged
that immunoglobulin was added by the WHO to the
essential medicines list, many people continue to have
problems accessing therapies when needed.

“Source Plasma Collection: A Snapshot of the Future,” fea-
tured panelists working in that sector discussing the
impact of emerging technologies and opportunities for
innovation. The first panelist, Roger Brinser of BiolLife
Plasma Services provided a pictoral presentation of techno-
logical advances and innovations in the plasma collection
industry. Dan Gamache of Nabi Biopharmaceuticals said
most plasma donors are now coming from rural and urban

Lyle Dennis, Richard Hong, Marcia Boyle and David Watters

metropolitan areas. They tend to be students or those
serving in the military or they are groups of people
including firefighters, nurses or from a church. He said they
donate, because of a family member's experience or
altruistic motivations. The second speaker, Robert Kratzel
of Talecris Plasma Resources, focused on the history of
testing in the plasma collection industry. New standards
require centers to ask probing questions regarding sexual
practices, travel outside the U.S. and whether enough time
has elapsed since a piercing or tattoo. Dr. Kratzel said that
when he peers into his "crystal ball," he believes there will
be an interactive interview process for potential donors
with audio components. Finally, Gordon Naylor of ZLB
Plasma Services discussed the future trends for the source
plasma industry.
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The last panel, “Audit/Inspection Q&A,” featured Ruth
Biehl of BioMed Management Solutions, Dr. Gerd Werner of
the Paul Ehrlich Institut and Linda Alms of FDA's CBER. In
this informative session, panelists discussed how plasma
collectors and therapy manufacturers are complying with
standards under strict regulatory controls. In her
presentation, Ms. Alms focused on field inspections of plas-
ma collection centers as well as inspections for licensing
and approvals of new centers. In the second presentation,
Dr. Werner, provided an international perspective on the
inspection process taking place currently in Europe and in
the final presentation of the day, Ms. Biehl discussed PPTA's
certification programs, Q-SEAL and the Source IQPP Viral
Marker Standard.

Bill Zabel, PPTA North America Chairman, closed the 2007
Forum, thanking attendees and performing a team building
exercise that involved separating the audience into the
following catagories: PPTA employees, attendees with a
Source affiliation, manufacturers, patient groups,
regulators/policymakers and physicians. After acknow-
ledging the amount of work that went into planning the
meeting, Mr. Zabel said all of the people in those groups
have the same goal at the end of the day — to contribute
in a meaningful way. “Always start and end your day with
the patient in mind,” he said. “And treat others as you
would want to be treated. It's a simple mantra, but it's one
that works.”

The 2007 Plasma Protein Forum was a resounding success
with more attendees than any Forum previously held. PPTA
would like to thank the many consumer and industry
representatives, regulators and other experts who
presented at the meeting and allowed for an informative
discussion. In addition, a special thanks goes to all of the
attendees who took time out of their busy schedules to
attend the conference. PPTA looks forward to seeing
everyone at next year's Forum which will take place at the
Washington Marriott in Washington, D.C. on June 17-18,
2008.
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Interview

The Source spoke with Dr.
Jean-Marc Spieser, Head of
Department of Biological
Standardisation, OMCL Net-
work & HealthCare at the
European Directorate for the
Quality of Medicines &
HealthCare, about the role of
EDQM in the world of plasma
protein therapies.

Jean-Marc Spieser

Can you briefly summarize the history of the European
Directorate for the Quality of Medicines & HealthCare
(EDQM) and the European Pharmacopoeia?

The European Pharmacopoeia was created in 1964 by eight
countries, six of which were founding Member States of the
European Union, namely Belgium, France, Germany, Italy,
Luxembourg and the Netherlands plus Switzerland and the
United Kingdom (UK). Switzerland and the UK were at that
time extremely interested in being involved in a standard-
setting institution for pharmaceuticals because they had —
and still have — a strong interest in pharmaceuticals
(industry and authorities). Since they did not belong to the
European Union, it was decided by the European
Commission and the Council of Europe to host the European
Pharmacopoeia under the auspices of the Council of Europe.
Interest has grown over the years and one by one the
European Pharmacopoeia has involved more and more
Member States. It began with the Scandinavian countries
joining in the 1970s, and then Spain, Greece, Austria and
Portugal followed by Central European and Eastern
European countries.

In addition, the need to strengthen the collaboration
between the European Pharmacopoeia and EU Commission
was acknowledged. The EU Commission has developed
legislation for the pharmaceutical sector, such as the
Directives 65/65 and 75/318 and 319 as well as many other
Directives and guidelines, including for example the
Directives and guidelines for vaccines and blood products
in 1989 implementing the possibility for Official Control
Authority Batch Release (OCABR). There was increasing
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interest in involving the European Pharmacopoeia
Secretariat in more activities and contractual links between
the EU Commission and the European Pharmacopoeia
Secretariat were developed which led, as a consequence, to
the establishment of the European Directorate for the
Quality of Medicines (EDQM) in 1995.

The establishment of the European Pharmacopoeia is done
by one department of the EDQM. Other departments include
one which is responsible for the Biological Standardisation
Programme and for control activities, including batch
release of vaccines (human and veterinary) and medicinal
products derived from human plasma through the Official
Medicines Control Laboratories (OMCL) network. Another
which is responsible for the Certification Procedure related
to the suitability of the Ph. Eur. monographs.

Recently, the activities pertaining to blood transfusion and
organ transplantation have been transferred from another
section within the Council of Europe to EDQM (hence our
change in name to the European Directorate for the Quality
of Medicines & HealthCare). We are setting the standards
used by industry, coordinating the control labs for testing
materials, coagulation factors, immunoglobulins and other
substances. In addition, we have developed the necessary
methods and have a large experience in the field of
medicines control and other therapeutic means.
Consequently, it is logical to have everything under the
same roof, although these are clearly separate activities
running under separate bodies and structures.

What is the most important role of EDQM in the
supervision of plasma protein therapies?

EDQM has at least three important roles:

1) We are the standard-setting body for plasma protein
therapies (ppt) by developing and updating monographs in
the European Pharmacopoeia. The monograph for Plasma
for Fractionation which sets the requirements for all the
source material of the ppts is one of the most frequently
revised standards. It is steadily under scrutiny to be state
of the art and fulfill the needs in terms of safety and
quality as it represents the basis of the requirements with
which the companies manufacturing plasma protein
therapies have to comply.

2) We have another important role in ensuring that the




reference standards, i.e. the standard preparations, are
available to both industry and control laboratories to fulfill
the requirements of the monographs and to perform the
batch release by the manufacturer and the OMCL. And that
is a huge business because we need to provide all the
different proteins such as coagulation factors, the different
immunoglobulins, albumin and others. Whenever the stocks
of a standard preparation are exhausted it has to be
replaced ensuring continuity from one batch to another. We
work together with the World Health Organization (WHO)
and our U.S. Food and Drug Administration (FDA)
colleagues to improve standardization on a global level.
3) The third activity is the coordination of the Official
Control Authority Batch Release (OCABR) procedure,
because in addition to the manufacturer's batch release,
plasma protein therapies are submitted to an official batch
release by an OMCL. We have developed, together with the
involved OMCLs, a procedure based on mutual recognition
and work to ensure that the Official Control Authority Batch
Release (OCABR) procedure is only performed once on each
batch. All EU Member States and European Economic Area
(EEA) countries as well as Switzerland are participating in
this work-sharing programme, a unique situation.

What will be your next priorities with respect to these
products?

Our priorities depend on the scientific and technical
developments. We need to make sure that we fulfill the
needs of both industry and control authorities. With
particular respect to blood and plasma-derived products,
there is always the possibility of contamination with blood-
borne pathogens, such as viruses. Therefore, EDQM'’s priority
is to guarantee the safety of patients by state-of-the-art
measures.

There are some new plasma-derived components and we
have to ensure that we provide the scientific and technical
support for these new products.

The European Pharmacopoeia (Ph. Eur.) and the U.S.
Pharmacopoeia (USP) are two different organizations
with a different legal basis. Is there a defined strategy
for a harmonized approach of the two agencies?

There is a difference in the legal approach of the Ph. Eur.
which is a part of the regulatory process, clearly mentioned
in a certain number of EU framework directives, such as the
Code for human medicines and the Code for veterinary
medicines and its annexes. Therefore, the monographs of
the Ph. Eur. are mandatory and have to be applied within
the EU and EEA territories. If a manufacturer chooses an
alternative approach, this has to be validated against the
respective Ph. Eur. monograph. The USP is of a different

nature. It is an industrial standardization body, governed by
a private approach linked to the needs of industry, to
provide standardization. Nevertheless, the USP is
mentioned in the Code of Federal Regulations (CFR) with
respect to the active substance and ingredients.

The strategy for harmonization between the different
regions is linked to the International Conference on
Harmonization of Technical Requirements for Registration
of Pharmaceuticals for Human Use (ICH) process. The
Pharmacopoeial Discussion Group (PDG) meets regularly
with the aim of developing a harmonized approach for
pharmaceuticals and general methods within the Q4
programme. This is a lengthy procedure because of the
many different approaches and regulatory environments but
the framework exists. On the PDG website regular reporting
on the programme and progress is provided.

The European Union now has 27 Member States, what is
your experience with the level of acceptance of the
OCABR procedure by the new Members?

Is there an ongoing OCABR training programme for the
new Member States?

The EU legislation and regulations agreed to by the 15
original EU Member States apply automatically to all
countries joining the EU. We need to make sure that the
rationale and the reasoning behind the “acquis communau-
taire” is understood, implemented and applied correctly.
Specific training involving representatives from Member
States such as Germany, France, Belgium, the Netherlands,
Italy and the UK was provided to train their new colleagues
in methods and their implementation into different systems
(a very important session took place in Vienna, Austria in
December 2006).

It is obvious that the entire 27 Member States, EEA and
Switzerland apply the same rules and standards, which has
been quite a challenge.

We will continue this training on a periodical basis and we
would like to invite PPTA member companies to participate
in future sessions. We believe that not only authorities
should be trained but also staff members from the
manufacturers to provide them with an overview of the
system and how to apply it. We are currently planning some
training activities in 2008 and 2009 and will inform
interested parties in due time; this will provide the
opportunity for junior officers to cope more easily with the
system and its procedures and guidelines.

One important part of this discussion is the Proficiency
Testing Scheme (PTS), which is a very important technical
training component, which should be ongoing. We have had
experience with HCV and the B19 virus for a number of
years, but also in the area of product characterization and
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potency assay, in particular for coagulation factors or
immunoglobulins.  The programme involves both
manufacturers and OMCLs. On a global level, the U.S.,
Australia, Canada and Turkey are also part of this initiative.
In the future we might invite other countries including
Russia, India or even China if they so wish.

You have recently inaugurated your new building
including a significantly expanded laboratory. What will
be the main activities pursued in these facilities and
how will it affect other OMCLs, which are also WHO
reference laboratories, such as the National Institute
for Biological Standards and Control (NIBSC)? What will
be the impact on your collaboration with industry?
Demand for our reference standards has increased by 3 to
5 times and we urgently needed additional capacity.

In addition to the need for more space, we also needed
more modern facilities to ensure the highest quality of our
services and standards.

At the end of 2006, our portfolio consisted of 1898
different reference standards.

In 2006, we honoured about 25,000 orders representing a
distribution of a total of about 185,000 vials in over 100
different countries worldwide. In addition, we organized
collaborative studies in different areas of activities, inter
alia the plasma protein therapies, which in total required
the preparation of about 6,000 study samples and their
dispatch. This is obviously a tremendous activity, which is
increasing constantly. As the standard-setting body, we

The new EDQM building
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need to apply the highest quality standards and there was
clearly a need to enhance our system. In addition, we also
have to prepare and to control the samples which are used
in the PTS programme, which is also steadily increasing in
activity.

Our aim is to work together in a network to ensure that
unnecessary duplication is avoided and that the system is
cost effective. There is no competition between us and
other relevant organizations such as WHO, but an ongoing
trend towards more and more cooperation; we have many
common projects.

New pathogens are a constant challenge for industry
and regulators. We believe that a real-life practical
approach to pathogen safety has to be employed as
opposed to a more academic approach. What is your
opinion?

This is an ongoing challenge because with globalization
and the continuous movement of people all over the planet
there are a certain number of risks which are different
today than they were some time ago. The most important
issue and | cannot imagine that it is not a shared opinion,
is the safety of the patients, for which we are all
collectively responsible. This needs, of course, a very
thorough approach and thinking. What happens when there
is a new disease? There are several possibilities of a new
contamination or possible contamination being under con-
trol. There are a number of precautionary measures which
can go as far as excluding a certain territory or area from




donation. But this could lead to a shortage of the source
material. There are of course other possibilities, such as
testing. But as a test is not currently available, the first
approach is to exclude donors who are exposed, to clearly
avoid unnecessary transmission.

The second possibility is screening of donors. Using a risk-
based approach, unnecessary loss of valuable source
material, which might not contribute to any possible
transmission has to be avoided. | cannot imagine that
authorities are insensitive to the demonstration of
validated methods which show that a given process
eliminates the infectivity or brings it to a very low level
risk. In addition, it is important to note that we are one
part of the system and need to develop the appropriate
rules, which are requested by the licensing authority and
then implemented by the manufacturer of these products.
As mentioned, with the globalization and the movement of
people we are presented with continued challenges in
terms of new diseases and as soon as there is a potential
threat we apply precautionary methods or screening as
soon as a suitable method is available. Then we have to
eventually decide what the danger of the infectivity in the
end product versus the starting material is. A very
pragmatic and always scientifically safe approach will
prevail and will continue to prevail which is a big challenge
regarding potential shortage of the product and the
economical impact.

The certification scheme for specific risk material of
bovine origin is in place for a number of years. What is
the practical experience with the programme?

For the time being | do not see any reason why we should
move away from the certification procedure. There are still
cases of bovine spongiform encephalopathy (BSE) so we
have to continue to be vigilant. We have also to be vigilant
with cases of potential transmission to humans. Regarding
variant Creutzfeldt Jakob Disease (vCJD), the hope is that
sooner or later researchers will be able to develop
biological markers which can then be tested and screened
for. This will be an additional challenge again if we do not
have the appropriate methods providing validation. Until
we have the possibility to detect the potential indicator,
the certification is, for the time being, something which
contributes to minimizing the risk and we should not
abandon that possibility, especially as it also provides the
opportunity for the relevant inspections to be carried out.

In an ideal world, what role would EDQM play on a
global level?

We are continuously challenged by our customers and
stakeholders. We try to make sure that we are continuous-
ly responsive to their needs as well as being conscious of
the need to stay relevant and timely. Our relationship has
evolved over time, but we continue to learn from each

other and to learn how the system could contribute to
avoiding an additional layer of unnecessary burden. Our
major principle is safety and efficacious products for the
patient and being as cost-efficient as possible.

We have been able to develop a leading role through our
activities and are not prepared to give that up. In an ideal
situation we would continue to provide leadership, which
we have built together with all stakeholders. This is
becoming more important with ongoing globalization. In
addition, we are working together with our colleagues from
North America, although with slightly different approaches
and interpretations. We also collaborate closely with the
WHO. One of our challenges is probably to enlarge the
collaboration as much as possible to other territories
including the Eastern European countries, which we hope
to include more in the future. Also our colleagues from two
of the most populous countries, China and India, will be
very welcome, because their products can potentially soon
begin to appear on our market, similarly to the situation
which already exists for the chemical/pharmaceutical
products. We have to ensure that these products are of the
same good quality as those which are licensed under the
highest possible standards in Europe.
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