
What if you were suddenly told that you could use only one
factor brand—a brand you didn’t choose? What if you could
order only three vials of factor at a time? What if you had
to prove that you really needed your current order of a
month’s supply of factor? Be prepared. Like a storm quietly
brewing, massive changes are poised to hit the hemophilia
community. Both the federal government and private insurers
are slashing the amount they’ll pay for biological drugs—and
they’ve targeted hemophilia. 

What’s at risk? Freedom to choose the product you need
through the factor provider you want, at a price that will
preserve adequate coverage. There’s a lot you can do to
prepare for this storm. But first, you’ll need to understand
“Hemophilia, Incorporated” in America: how blood-clotting
medicine is produced, sold and distributed, and how this
model currently meets our needs. Then in February, read
“The Coming Storm,” part II in our series, to learn what
changes are happening right now, what to expect in the
future, and what actions you must take to preserve product
and factor provider choice and insurance coverage. 

H emophilia is big business in America. With an
estimated $2 billion in products1 treating approxi-
mately 20,000 US patients annually, hemophilia is

one of the most expensive diseases per capita.2 Hemophilia is
also a complicated industry that is undergoing massive
change. During the past 12 months, the hemophilia industry
has been impacted by company acquisitions, changing product
lines, and a US Food and Drug Administration (FDA)
crackdown on pharmaceutical advertising claims and home
infusion company giveaways. Skyrocketing costs of new
biological products that treat other chronic disorders, like
rheumatoid arthritis and asthma, have caught the attention of
the entities that pay for these medicines—private insurance
companies and the federal government. Intense scrutiny of
the cost of treating these other disorders has put hemophilia on
the cost-cutting radar screen. And payers are now determined
to change the way hemophilia therapy is provided today.

“We are entering a new era where the hemophilia community
is red-flagged,” warns Ann Rogers, executive director of the
Delaware Valley Chapter of the National Hemophilia
Foundation (NHF). “We are the most expensive chronic
disease. We are being watched.” Much is at risk. As a parent,
you need to provide your child with safe and effective treatment
and adequate insurance coverage until he is a working adult—
that’s 18 to 20 years of coverage. As an adult, you want reliable
healthcare coverage through your employer or from the
government, enabling you to lead an independent life. Yet
what if you were told that you could use only a specific, single
factor provider—offering no home services, customer support,inside
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1 Calculated using approximately 1.7 billion international units sold in 2003 times $1.20 average reimburse-
ment per unit across all factor products. Source: Market Research Bureau, various homecare companies.
2 Per capita means “per person.” Other diseases, like HIV, may cost more in total dollars annually,
but also have a vastly higher number of patients. Total healthcare dollars spent on a disease or disorder,
divided by total number of patients, gives the amount spent per person that allows for equal comparison
of expenditure. For hemophilia, this is approximately $100,000–$125,000 per person annually.



I’ve always been one of those national
hemophilia advocates who insists, “You
have options. You have choices. Be a

savvy consumer!” But the joke was on me.
Last year I learned that I had no choice
of factor provider—and I was using a
homecare company I didn’t want, with no
power to negotiate a lower factor price.

What was I paying per unit? No one
would tell us. The homecare company
and insurance company had a confidential and legal agreement,
to be sure. But if I found out the per unit price they negotiated,
might I possibly find another vendor on my own and negotiate
a lower price? Would I “upset” the system? I was told, Trust us:
contracting with one homecare company exclusively is saving everyone
money. But how much money? We decided to find out. 

After three months of digging, we eventually deduced the price
we were paying. It was high—meaning higher expenditures against
our son’s $1 million lifetime cap. After the $1 million was used
up—and we were well on our way—then what? Not letting us
negotiate a lower per unit price meant that the homecare
company and insurance company were playing Russian roulette
with our son’s healthcare. A rival homecare company then
offered us a $.34 per unit reduction for contracting with them.
Do the math: Tommy is 17, and at 130 pounds he requires 2,000
units of factor VIII per shot. He takes about 50 shots a year. This
would mean $34,000 a year in savings to our insurance company!
Best of all, with the rival company we could better preserve
Tommy’s million dollar cap, which he has had for ten years.  

$34,000 a year. What a bargain—but would the insurance
company accept? No. Saving $34,000 isn’t worth the time. And no
one cares whether Tommy runs out of insurance. I realized that
when our insurance company says “cutting costs,” it means
cutting its costs to please its stockholders—not cutting costs for
the people it insures. 

Our shocking experience led to this two-part series in PEN.
When your child is young, you may think that a million dollar
cap will last a long, long time. But you’ll eventually find yourself
with a 17-year-old leaving for college soon and running out of
insurance. What happened to us is just the tip of the iceberg:
right now, the same thing is happening to thousands of families
across the country. So prepare for the coming storm. Watch the
horizon, check the climate and take some readings, or you’ll find
yourself lost in a wave of massive insurance change.

Our community is just beginning the fight to protect our
choice of product and provider; so far, we’ve had only isolated
skirmishes. We must band together now, united as a national
community, to defend against arbitrary cost-cutting and restriction
of choice. Read our feature story “Hemophilia, Incorporated”
to learn how the US hemophilia business is structured and
operates. This issue will prepare you for PEN’s February 2005
issue, where our feature “The Coming Storm” will explain
who is trying to restrict your choice, security and quality of
life, and how you can defend your healthcare. 
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welcome

I WAS TOUCHED BY THE STORY ABOUT THE

gentleman with the tumor [“Galo Villamil: A Teacher’s
Courage,” PEN, August 2004]. The strength in this 
community is incredible.

Debbie de la Riva
Texas

continued on page 16



product from the provider that the PBM and
insurance company chooses. The PBM then
negotiates with pharmaceutical compa-
nies for discounted volume prices for
their products, and decides which
products to carry. Often, these decisions aren’t good for the
patient, who may have a reaction to a certain product and
needs a choice of at least one other product. Patients may not
be able to purchase product from the pharmacy or homecare
company of their choice, and may be limited to only one or
two products. Furthermore, physicians may be limited in the
reimbursable drugs they can prescribe for their patients—to a
choice of perhaps one or two medicines for a specific use.

2) Acquisitions (“buy-outs”) of PBMs, pharmacies and
homecare companies is another way to protect profit margins.
In a buy-out, the acquiring company gains more buying and
negotiating power, along with immediate earnings growth.
This simply means that the new, merged company can now
get a better discount for buying more product from the
manufacturer, and earns bigger profits. 

That’s a snapshot of the changing climate of the prescription
reimbursement business in this decade. Is it bad for patients?
The answer is paradoxical. The climate is good for patients if
the changes create a fair and equitable reimbursement system
for both the public and private sectors. It’s bad for patients if
the changes eliminate or narrow patient choice of product and
service provider. It’s also bad if buy-outs sacrifice patient
services for increased profits. Patients should be aware of
these changes, and become proactive by advocating for patient
choice and patient rights. Why? Because the bottom line in
the reimbursement business is primarily the survival of
healthy profit margins—while patients are interested in the
survival of personal health, finances and choice. 

No matter what the changing climate brings, Patient
Services Incorporated (PSI) will continue to encourage the
reimbursement entities to keep patient service a priority, and
to establish fair reimbursement systems that help patients
maintain their health, finances and choice. PSI provides the
perfect model to maintain this balance, and offers a win-win
solution for reimbursement entities as well as for patients. 

Dana Kuhn is president and co-founder of Patient Services, Inc., and a
person with hemophilia. PSI is a nonprofit organization that helps people
with expensive chronic illnesses find solutions for health insurance problems,
and helps pay expensive premiums and co-payments. For more information
about the changing  reimbursement scene, or for insurance premium assistance,
contact PSI at (800) 366-7741. Background information for this article
came from the monthly Drug Cost Management Report, published
by Atlantic Information Services, Inc., Washington, DC. 
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as I see it
by Dana Kuhn, Ph.D.

W HEN YOU SEE DARK CLOUDS COMING OVER THE

horizon, it’s often a warning that a storm is
approaching and the weather will change. There

are some dark clouds in our hemophilia industry, signalling
coming changes in the pharmaceutical and reimbursement
businesses that can affect your service, lifetime maximums, and
choice of product and provider. 

For the past two decades, reimbursement of blood-clotting
products has been influenced by two climates: the establishment
of Average Wholesale Price (AWP, or the way prices are set),
and Medicare and Medicaid discounts. Presently, reimbursement
is taking on a new climate, resulting in troubling changes.
This new climate can be described as stormy, and there are
indications that a stormy forecast is in our near future. 

First, Congress has directed the Centers of Medicare and
Medicaid Services (CMS) to seek equitable reimbursement
between the public sector (Medicare/Medicaid) and the private
sector (well-known insurance companies). Congress has also
directed these entities to decide upon a unified method for setting
the baseline for reimbursement, selecting among methods that
include AWP, Best Price, and Average Sale Price (ASP) of the
products. This is a stormy and controversial subject: every
agency, pharmaceutical, distributor, and provider company has
its own opinion, and the outcome of the decision about which
unified method to use will impact the profit margin of each. 

Second, Congress has addressed the availability of prescription
drug coverage for all Medicare recipients, whether senior citizens
or people using expensive prescription treatments. Previously,
prescription drugs and treatments were reimbursed by
Medicare only if administered in a physician’s office. Due to
lobbying efforts, blood-clotting factor and end-stage renal
disorder treatments were exceptions to this ruling. While
prescription drugs were not previously covered under
Medicare for senior citizens or for people using expensive
treatments, in 2005 the new Medicare Modernization Act
(MMA) will begin to cover some of these in a demonstration
project; and will most likely cover them fully in 2006. Congress
has addressed these reimbursement issues in the MMA. 

Third, as a result of these Congressional initiatives, pharmaceu-
tical companies, providers of service, and insurance companies are
seeking ways to protect their profit margins in two obvious ways:

1) Pharmacy Benefit Management Corporations (PBMs)
are specialty pharmacy companies that contract with insurance
companies in order to become the main provider of service to
patients and create savings for the insurance companies. PBMs
then help insurance companies decide which pharmacies and
homecare companies will become the network providers. This
means that as a patient, you will have to get your prescription
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The past forty years
have seen dramatic
improvements in

treating hemophilia. Where have we come from,
and where are we heading?

Prior to 1965, treatment for people with hemophilia was
bleak and involved frequent, prolonged trips to the hospital for
transfusions of whole blood or fresh frozen plasma (FFP).
Because these treatments contained only small amounts of
clotting factor, it was necessary to infuse large volumes. To
enable the body to process such high volumes of fluid and
avoid fluid overload and possible death, the infusion had to
proceed slowly. This slow treatment was largely ineffective
at controlling severe bleeds. In addition to frequent trips to
the hospital, life with hemophilia meant casts and splints,
crutches and wheelchairs, joint damage, chronic pain, and
the prospect of an early death.

Breakthrough Treatment: Cryo
In 1964, American researcher Dr. Judith Graham Pool of
Stanford University discovered a gelatinous material that
formed when FFP was thawed slowly. This material, which
she called cryoprecipitate, or “cryo,” contained 50 times more
factor VIII than an equal volume of plasma. Dr. Pool
announced the first effective treatment for hemophilia A.
Cryo revolutionized hemophilia treatment, and within a year
it became the standard of care. Although a visit to the hospital
was still required, cryo stopped bleeds faster, reducing the
pain and joint damage caused by uncontrolled bleeding.

With concentrated factor in the form of cryo, the door
opened for another breakthrough in hemophilia treatment:
powdered factor VIII concentrate that did not require
freezing. Introduced in 1966, factor VIII concentrate was
convenient and effective, and enabled people to treat at
home by simply reconstituting the powder with sterile
water. Bleeds could be stopped sooner and joint damage
reduced or prevented. Unfortunately, these early concentrates
were not virally inactivated. Fractionators—the commercial
companies that separate factor from blood plasma to produce
factor concentrates—combined plasma collected from as
many as 400,000 donors into one giant lot. These donors
included people considered at high risk for viral infections.
Eventually, thousands of hemophilia patients became
infected with hepatitis C and Human Immunodeficiency
Virus (HIV). By the early 1980s, it was estimated that up

to 90% of people with severe hemophilia A were infected
with HIV.

In 1982 the first factor VIII concentrate using heat treatment
to kill viruses—including HIV—became available. In 1988
the first factor concentrates using a solvent/detergent viral
inactivation process were released. Then, in the late 1980s,
highly purified factor concentrates were produced using new
monoclonal antibody purification techniques.

Although the latest monoclonal purified factor concentrates
were now considered safe, pure and effective, the HIV
epidemic left a psychological scar on the hemophilia com-
munity. Never again would the hemophilia community be
the “canary in the coal mine” for the nation’s blood supply. The
pharmaceutical industry, with the urging of the hemophilia
community, sought to develop a factor concentrate that
would contain no blood products, and be free of the risk of
transmitting blood-borne infections or other pathogens.

Recombinant: Factor Without Blood Plasma
But how could factor VIII be produced without blood or
plasma? Between 1982 and 1984, the human gene for factor
VIII was characterized and cloned. By the late 1980s,
researchers were able to insert the human gene for factor
VIII into non-human cells, such as baby hamster kidney
cells or Chinese hamster ovary cells. This “recombinant
DNA” enabled the cells to produce human factor VIII, and
the new technology was scaled up for commercial production
of factor. Factor concentrates produced using this technique
are called “recombinant” and are not derived from blood
plasma. The first commercial recombinant factor VIII
product was available commercially in 1992, and the first
recombinant factor IX product in 1997.

While these first recombinant factor VIII concentrates
didn’t use blood plasma as their source, they did require
the addition of another blood protein, human albumin, to
stabilize the fragile factor VIII protein and prevent it from
breaking down. In fact, these “first generation” recombinant
factor concentrates, like their plasma-derived predecessors,
contained mostly albumin. Although albumin is treated to
destroy or inactivate viruses and has a good safety record,
some types of viruses that are resistant to heat and/or solvent/
detergent viral inactivation processes may survive the viral
inactivation step.1

Researchers continued to explore ways to remove animal
proteins such as human albumin or cow plasma from the
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insights

continued on page 18

From Plasma to Prophylaxis
Forty years of progress 

in the treatment of hemophilia

1 Fortunately, these resistant viruses do not cause serious diseases.



Dodong T., age 16, is the elder son of poor, hardworking
parents who live in Ozamiz City, Philippines.
Dodong’s father drives a bicycle cab, and can barely

meet his family’s basic needs. Dodong and his younger brother
Jobert were forced to beg to help the family. One day in 2003,
Father Don Kill, a Colomban priest who runs a home for
abused and neglected children, noticed the boys. When he
asked why they weren’t in school, Dodong replied that he
couldn’t walk and relied on his younger brother to get
around. Father Don asked the boys to live at the home he
runs. With permission from their father, the next day Dodong
and Jobert moved into Father Don’s home.

Dodong’s story is sad. At age eight, he ran a high fever. His
parents rushed him to a public hospital where he was diagnosed
with leukemia. Told that they would need to pay for a blood
transfusion to save his life, Dodong’s parents sold most of
what they owned. But the transfusion didn’t work: Dodong’s
body and joints began to swell. The doctor believed that
Dodong contracted polio from the blood transfusion, and told
his parents that Dodong probably would die.

But Dodong didn’t
die. Instead, he lan-
guished as a beggar
on the streets for
eight years until that
fateful day when a
guardian angel
walked into his life.
Intrigued by
Dodong’s malady,
Father Don ques-
tioned the diagnosis
of leukemia and
polio. He took Dodong
to the University of
Santo Tomas Hospital
in Manila, an interna-
tional hemophilia treatment center. There, Dodong was
properly diagnosed with hemophilia. Father Don set out to
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a Project SHARE story

A GUARDIAN

ANGEL
by Annie  Schwechhe imer

help Dodong receive the treatment he was unknowingly
denied for years.

Father Don contacted St. Jerome’s, his home parish in Ohio.
The parish put him in touch with the Northern Ohio Chapter
of the NHF, which referred him to Project SHARE. Father
Don emailed us requesting factor and educational materials.
But SHARE cannot donate factor to patients who are
untrained in infusions. 

Undaunted, Father Don called hematologist Dr. Mary Chua
at Santo Tomas Hospital. Within a week, we received a
surprise, upbeat email from Father Don: he had sent Dodong
to Santo Tomas Hospital, accompanied by a local nurse, to
learn how to infuse. Dodong also had a complete physical and
dental exam. SHARE immediately sent a small donation of factor
to Dodong, with a check to cover the cost of transportation to
Manila. Dodong is now infusing himself!

Dodong’s life has been transformed by the international
teamwork of Project SHARE, the Northern Ohio Chapter,
Santo Tomas Hospital, St. Jerome’s and Father Don. Although
Dodong acknowledges that he will never walk again, he has
accepted his limitations and is grateful for his many blessings,
all due to his guardian angel.

Father Don Kill visited Project SHARE in August to express his gratitude,
learn more about hemophilia, and bring more factor to Dodong. We are
currently trying to raise $600 for a wheelchair ramp for Father Don’s
van, to make traveling easier for Dodong. Would you like to help us?
Please contact Project SHARE to make your donation, and make a
difference in the life of this special teen.

To learn more about Project SHARESM and how 
you can help patients like Dodong, please visit 

www.kelleycom.com/iha/projshare.html 
or contact Director Annie Schwechheimer at 

(978) 352-7657 or annie@kelleycom.com.

photo: 

Partners in care: Father Don Kill 
visits with Laurie Kelley (left) and
Annie Schwechheimer (right).
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or even syringes and needles? What if an insurance company
representative showed up on your doorstep, asking to inspect
your refrigerator?3

“There’s been a major paradigm shift in how payers are
making their coverage decisions,” explains Michael J. Russo,
partner at The Bruckner Group and expert in the payer
decision-making process. “Factor products and other expensive
biologics that require chronic use will be scrutinized as never
before. Community involvement will be essential to ensure
that the extraordinary value of factor to the patient is accounted
for in the payers’ economic assessment of therapeutic value.”4

This may be a glimpse of things to come. Only through
coordinated community action—by parents, clinicians,
patients and the national organizations that serve us—will we
be able to preserve our current choice, methods of care and
quality of life.  But first, we must understand the current
hemophilia “business model,” or how the American hemophilia
market works. Then we must examine the way it’s changing.
And the current model is changing. Don’t be lulled into
complacency, believing that these changes won’t affect you.
The good news is that there’s still time to act as a national
community to stop the machinery already set in motion by
the restriction—even elimination—of product choice, factor
provider choice, and adequate insurance coverage. 

Who Are the Industry Players?
To understand the American hemophilia industry, you need
to know the players, their roles, and how their involvement
affects the way you get factor products. Who are the players?
Factor manufacturers make the product. Factor distributors
deliver the product. Hospitals treat patients and sometimes
distribute factor. The consumer—you or your child—uses the
product. And private insurance companies and the federal
government pay for the product. In a nutshell, factor
products are made at manufacturing facilities, sold to dis-
tributors and delivered to your home. Your distributor bills
your payer, and is eventually “reimbursed” by that payer
for each shipment or “sale.” Private payers, like Blue
Cross/Blue Shield or Aetna, reimburse for factor used by
people who either have health insurance through their
employers or purchase insurance privately. Public payers,
like the federal government, reimburse for factor used by
people who are classified as low income (Medicaid), or are
elderly or disabled (Medicare).

Each player has a role in the marketplace that affects
prices and supply. In a perfectly free market, high demand
for a product drives up price, and low demand reduces price.
Scarce supply drives up price, and a glut of products lowers
price. Increased competition also lowers price. Even with
limited competition, prices may drop naturally over time, as
manufacturers recoup profits. But the hemophilia industry is
not a perfectly free market.

Many parents innocently ask, “When will factor pricing
come down?” In general, factor prices are insulated from the
perfectly free market forces that affect regular consumer
goods like cameras and computers. This is because the
factor market is an oligopoly, with only a few sellers controlling
production and supply of a particular product. The factor
market is similar to the international oil market, in which
an oil cartel, consisting of a few major producers, controls
output and price for a captive consumer audience dependent
on oil.5 Hemophilia patients are also a captive consumer
audience. We have no choice but to use products from one
of the licensed US manufacturers. Hemophilia patients can’t
shop for cheaper imports, discounted products or wholesale
deals, or simply wait until prices drop. We are people with a
life-threatening blood-clotting disorder who must buy factor
when we need it. 

Hemophilia, Incorporated... continued from cover

3 This incident actually happened in August 2004 to a family with hemophilia in the Mid-Atlantic region.
4 The Bruckner Group is a strategy and research firm working exclusively in the pharmaceutical and biotechnology industries. BGI has extensive experience examining the
evolution of managed care in the US, and most recently has explored the specific issues facing biological products. For more information visit www.brucknergroup.com.
5 There is an important difference between an oil cartel and the factor manufacturers: Although an oil cartel can collude to set prices in the marketplace, US firms
are forbidden to collude on prices due to strong anti-trust laws.

THE THINGS THAT MATTER MOST TO HEMOPHILIA CONSUMERS

are changing. If you asked parents and patients five
years ago, What’s most important to you in hemophilia
treatment? the majority would have ranked “product
safety” first. This is a legacy of the HIV crisis of the 1980s.
Two years ago, “product availability” ranked highest,
after a frightening shortage of recombinant factor VIII
products. What will consumers rank highest next year?
Most likely “treatment coverage” and “product choice.” 

In some ways, we have less to worry about
today: all US products are considered safe from
viral transmission, and currently we have plenty of
products. But you don’t need a Ph.D. in economics
to understand that times are changing in America:
budgets are being squeezed and insurance companies
are slashing costs, including the amount they will
reimburse factor distributors for hemophilia products.
The government has also reduced what it will 
reimburse federal recipients—through Medicare and
Medicaid—for hemophilia products. Some small
homecare companies, feeling the pinch, have sold
out to larger ones. At least one factor manufacturer
has tried to strike a deal with one state payer to
become a sole provider of factor. These attempts to
manage costs may affect your choice of product and
choice of provider.



On the other hand, this isn’t an ordinary market for
manufacturers either. Researching, developing and licensing a
biological product takes years—and hundreds of millions of
dollars. These extraordinary costs can’t be absorbed by low
per unit prices spread across millions of consumers. The
American hemophilia market has only 20,000 consumers.
Costs are bound to be high, and there are few ways to
reduce them.

Your role as a consumer in the hemophilia marketplace is
paramount: you consume the products. Your opinion helps
drive research and determine production. Public outcry
about viral safety, for example, is the reason that we now
have products that include far fewer human and animal
proteins than the first recombinant products. Your individual
choice of product helps determine which products stay in
the marketplace and which products disappear. But politics,
marketing and economics also influence what consumers
purchase and what’s available to purchase.

Know the Manufacturers
The hemophilia business starts with the manufacturers of
blood-clotting products. These are the companies that
research, develop and produce factor concentrates. Six
manufacturers are licensed to sell products in the US: Baxter
BioScience, Bayer Healthcare, Grifols, Novo Nordisk,
Wyeth® and ZLB Behring.6 Each company manufactures
specific blood-clotting products. All blood-clotting products are
either plasma-derived or recombinant. Plasma-derived means that
the product originates from human blood sources—donations
of blood or blood plasma, both paid and volunteer.
Recombinant means that the human gene responsible for
producing factor VIII or IX is identified, isolated from
human cells, and then spliced or “recombined” into an
animal host cell (Chinese hamster ovary cells or baby ham-
ster kidney cells). These original host cells serve as the start-
ing point for each production batch of recombinant factor.7
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6 The American Red Cross (ARC) is often referred to as a manufacturer of factor concentrates, but is not. The ARC is a distributor of the factor concentrate
Monarc-MTM, produced by Baxter for the ARC.
7 A fairly small number of these cells is added to a large tank containing a nutrient-enriched growth medium, and as the cells grow and multiply they also produce
factor and secrete it into the medium. The secreted factor is purified into concentrate, ready for injection.
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The major difference between the two types of product is
their source material. Recombinant products do not use
human blood as their source, so have a reduced risk of
transmitting human blood-borne viruses. First and second
generation recombinant products use human and/or animal
protein (such as albumin) either in the growth medium or as
a stabilizer in the final formulation. But third generation
recombinant products use no human or animal products
anywhere in the production process, and are completely free
of blood-borne viral transmission risk.

Each manufacturer focuses on specific market “segments.”
Wyeth produces only recombinant products, both factor VIII
and IX. Grifols makes only plasma-derived products, both
factor VIII and IX. Baxter and Bayer offer both recombinant
and plasma-derived products. Bayer offers only factor VIII
products, while Baxter’s product line includes factor IX
complexes, factor VIII and inhibitor products. ZLB Behring
produces plasma-derived factor VIII and IX, as well as the
only FDA-approved factor product for von Willebrand
Disease. ZLB Behring also distributes a recombinant factor
VIII product. Novo Nordisk offers a recombinant factor VII
product for inhibitor patients. 

To prepare for changes in our industry, consumers should
know which company produces which type of product.
Know the brand names. Be aware of changes in the factor
manufacturers: acquisitions, name changes and staff changes.
One father wrote recently to PEN that his factor IX deficient

son didn’t use Wyeth’s product, but used one by “Genetics
Institute.” He didn’t realize that Genetics Institute was pur-
chased by American Home Products in 1992, and later
renamed Wyeth.8 In just the past ten years, Armour
Pharmaceutical Company became Centeon, then Aventis
Behring, and finally ZLB Behring when it was recently
purchased by CSL Limited of Australia. Alpha Therapeutics
was purchased in 2004 by the Spanish-based company
Grifols. Name changes are sometimes cosmetic only, as when
Baxter Healthcare updated its name to Baxter BioScience:
same company, same products. Other changes produce
drastic differences: a company may drop or sell an entire
product line. As of this writing, Bayer is in the process of
selling its plasma division, including its plasma-derived factor
VIII product Koate®-DVI.

You may want to know your manufacturer’s country of origin.
Bayer is a German company, Grifols a Spanish company,
ZLB Behring an Australian-owned company, and Novo
Nordisk a Swedish company. Although they operate in the
US, foreign companies may have differing budget or market
priorities, which can affect how they act in the marketplace.
Baxter and Wyeth remain the only American-owned companies
that manufacture factor. In addition, Advate is manufactured
in Switzerland and ReFacto in Sweden. Helixate/Kogenate
and Recombinate are manufactured in California. Regardless
of a company’s origin, most of its American operations are
staffed by Americans; and all products registered and marketed
in the US must adhere to strict US FDA testing and guide-
lines, making them the highest quality factor concentrates
available in the world.9

Why is it good to know about ownership, staff and name
changes in the manufacturers? These changes may mean
changes in the product you use and the services offered by
these companies.

Know Your Product
Although six manufacturers currently produce factor, only a
few products dominate the hemophilia marketplace. The high
cost of entry into this industry, the limited pool of patients, and
the protection of patents10 adds up to very little chance that
new hemophilia pharmaceutical companies will appear. So to
preserve consumer choice, the hemophilia community must
work to ensure a continued variety of products. The table on
page 9 shows the full range of blood-clotting products in the
American hemophilia marketplace. 

As of 2000, the NHF’s Medical and Scientific Advisory
Council (MASAC) recommends the use of recombinant
products to treat hemophilia.11 Does the US market still

8 In 1992, American Home Products (AHP) acquired a 60% share of Genetics Institute, which became a wholly owned subsidiary of AHP in December 1996. On
March 5, 1998, AHP announced the integration of Wyeth-Ayerst Research and the research and development organization Genetics Institute. AHP’s vision to
meet the soaring demand for new biopharmaceutical products led to the commitment of $2 billion in the Wyeth BioPharma organization. In March 2002, AHP
changed its corporate name to Wyeth.
9 The FDA also inspects and licenses overseas manufacturing facilities that produce products for sale in the US.
10 Patents are legal safeguards ensuring that a technology developed by one company will not be used illegally by another company for profit. Hemophilia
products take many years and millions of dollars to develop for a very small market. Patents ensure that a company with new technology will be able to
recoup its financial investment in research and development without worrying about competitors. Without patent protection, it’s unlikely that any company
would invest in hemophilia treatment.
11 MASAC Recommendation #106, “MASAC Recommendation Regarding the Use of Recombinant Clotting Factor Replacement Therapies.” November 11, 2000,
National Hemophilia Foundation.

All US hemophilia products are 
considered safe.

No plasma-derived US product has transmitted
hepatitis C or HIV since 1986.

Recombinant products are generally more
expensive per unit than plasma-derived products.

NHF’s MASAC recommends the use of 
recombinant products in hemophilia treatment.


