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Infection with West Nile 
Virus (WNV) is a serious 
health risk to individuals 
with underlying medical 
conditions or advanced 
age. In normal individu­
als it usually causes mild 
illness or no symptoms at Dr.Sandhaus 
all. It is transmitted primarily by infected 
mosquitoes. Recently, West Nile virus has 
been transmitted by transplantation of 
organs from an infected donor. That do­
nor may have contracted West Nile virus 
infection from blood transfusions. This 
raises safety concerns among individuals 
requiring treatment with plasma-derived 
therapeutics. 

Background 

The West Nile Virus is a flavivirus, a fam­
ily of viruses which also includes the 
Japanese and St. Louis encephalitis vi ­
ruses, Yellow Fever virus, and Hepatitis C 
virus. The West Nile virus is known to in­
fect animals and humans and has a wide 
distribution throughout Africa, the 
Middle East, West Asia, and Eastern Eu­
rope. While the West Nile virus was first 
isolated in Uganda in 1937, the first re­
ported cases in the Western Hemisphere 
occurred in New York in the summer of 
1999. In humans, a majority of West Nile 
virus infections are "silent," causing no 
symptoms. In those with symptoms in­
fected individuals often experience a mild 
flu-like illness including fever, rash, and 
gastrointestinal distress. In its most se­
vere form, affecting less than 1% of in­
fected individuals, meningitis and/or en­
cephalitis can occur with muscle weak­
ness, confusion, urinary retention, and 
respiratory distress. The most severe 
cases have been fatal. Infections of 
horses and birds are of great veterinary 
concern as well. 

West Nile Virus has advanced rapidly in 
the US during the summer of 2002 to in­
clude much of the Eastern two-thirds of 
the US. Confirmed cases in animals, hu­
mans, mosquitoes, or birds have been re­
ported in all states except the seven 
westernmost. Even so, by the end of Au­
gust 2002 a total of only 673 people in 27 
states have been sickened by this infec­
tion in the US and a total of 32 people 
have died. 

There is no simple or rapid test to identify 
the West Nile virus in affected individu­
als. Most diagnoses as made by sending 
tissue samples to central laboratories. 
This makes rapid identification or screen­
ing of donated blood impossible at the 
present time. 

Reducing the Risk of Exposure 

The best way to avoid the West Nile virus 
is to avoid exposure to mosquitoes. If you 
live in a state with known infections, 
some ways to accomplish this are: 

• Reduce time outdoors, especially in the 
early evening hours. 

•	 Wear long pants and long sleeved 
shirts. 

•	 Apply mosuito repellent containing 
DEET (N, N-diethyl-m-toluamide) to ex­
posed skin areas following the 
manufacturer's recommendations for 
dosing frequency, application, and 
clean-up. 

Public health authorities have also under­
taken measures to destroy mosquito 
habitats and to spray insecticides that kill 
mosquitoes. There is active research in 
the area of vaccine development. 

Risk to Plasma Products 

Currently there appears to be little to no 
risk oftransmission of West Nile virus in­
fection via plasma products. There are 
several reasons for this: 

•	 All plasma-derived therapeutic prod­
ucts undergo viral reduction and/or 
viral inactivation steps to reduce the 
risk of transmission of viral infections. 
These steps have been shown to pro­
tect against the type of virus that 
causes West Nile virus infections. 

•	 Most plasma donations are quaran­
tined for many months prior to release 
and therefore current plasma products 
are manufactured from plasma col­
lected prior to the current West Nile 
virus outbreak. 

There is additional work that needs to be 
done as quickly as possible to ensure the 
safety of plasma products. An assess­
ment needs to be made regarding any 
specific questions that should be in­
cluded during donor questioning that 
would be specific for West Nile virus in­
fection. great importance is the develop­
ment of testing for West Nile virus infec­
tion in blood and plasma. Such testing 
will need to be rapid, accurate, and able 
to be widely disseminated. 

Summary 

It does not appear that the West Nile vi ­
rus presents a safety issue for patients 

receiving plasma products at this time. 
Accurate and widely available testing 
methods to identify West Nile virus in 
blood and plasma need to be brought for­
ward quickly. Further work is needed to 
evaluate screening questions for plasma 
donors and to confirm the effectiveness 
of viral inactivation and reduction tech­
niques during the processing of plasma­
derived therapeutics. These efforts need 
to be expedited to ensure the safety of 
our plasma products. 

Netter Notes 
By Diane Eaton 

Dugan Reed an Alpha 1 patient rode the 
Great Ohio Bicycle Adventure (350 miles) 
with his sister in law, Diane Eaton. Dugan 
is 44 years old and currently has 28% lung 
function. He trained for a year to finish 
this ride, losing 70 pounds in the process. 

Dugan Reed 

Since Dugan is on oxygen and can only 
carry one tank at a time, Diane pulled a 
trailer with 5 bottles of oxygen. Dugan's 
ride is a testimony of what a person can 
accomplish when you have a goal to 
achieve. He was particularly happy with 
the fact that he did not walk any hills, and 
even rode past people walking the hills. 
He said he could even win this race, if we 
did not have to stop and change tanks or 
answer the cell phone! 

Congratulations 
Congratulations to Gayle Allison for be­
ing awarded AlphaNet's 2nd Annual 
Nancy C. Ferguson Award for excellence 
in service to the AlphaNet Community, 
and to Darrell Nail for being awarded the 
Exceptional Service Award in recognition 
for his extraordinary efforts to further 
AlphaNet's mission. The awards were 
presented at the AlphaNet Coordinators 
training meeting in Coral Gables, Florida 
on September 27,2002. 
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- continued, Alpha-1 Advocacy 

CMS reclassifies the sole therapy for the 
treatment of Alpha-1. 

Medicare Reimbursement: 

Advocates requested Congressional 
support for the Ramstad/Pitts letter to 
CMS Administrator Scully. 

Advocates requested Senate support 
for a "Dear Colleague Letter". Following 
Advocacy Day many members of the 
Senate wrote to Administrator Scully. 
Through the urging of AlphaNet and 
the Pennsylvania Alphas, Senator 
Santorum (R-PA) initiated a letter and 
asked all members of the Senate to join 
him. Many Senators signed on in support. 

Advocates asked for an Alpha-1 specific 
cost study that would provide govern­
ment sponsored data and protect 
Alpha-1 treatment from extreme cost 
reductions. Because Alpha-1 is a rare 
disorder, CMS review of hospital claims 
data does not represent the true cost 
of treatment for Alpha-1. The cost study 
was also designed to explore a home 
health care benefit for Medicare 
beneficiaries. 

Rare Disease Funding: 

•	 Advocates requested support for HR 
4014, which doubles the budget for the 
FDA, Office of Orphan Product Devel­
opment (OOPD) over the next four 
years. The OOPD will use the majority 
ofthis increase to fund clinical research 
grants. New treatments for Alpha-1, in­
cluding gene therapy, may result from 
the doubling of the OOPD budget. 

•	 Advocates requested support for HR 
4013, which doubles the NIH, Office of 
Rare Diseases (ORD) funding over the 
next four years. The ORD was estab­
lished in the early 1990s to meet the 
neglected needs of 25 million Ameri­
cans suffering with 6,000 rare "orphan" 
diseases in order to stimulate and 
coordinate research in rare diseases. 

R'eimbursement Update 

The Alpha-1 Foundation's primary con­
cern is to ensure"access to care", par­
ticularly for Medicare beneficiaries. To 
achieve access adequate reimbursement 
is essential. The Foundation has pursued 
a multi-pronged approach to resolving 
proposed cuts in Medicare benefits in the 
hospital outpatient setting which include: 
addressing administrative rule making, 
garnering Congressional support, work­
ing with numerous coalitions and seek­
ing legislative relief. 

The Foundation joined a Task Force 
formed by the National Organization for 
Rare Disorders (NORD). The Task Force 
goal is to obtain an amendment to the 
Social Security Act that will provide indi­
viduals receiving orphan therapies, 
including the treatment for Alpha-1, with 
reimbursement that is adequate to sus­
tain patient access. 

The Task Force amendment requires 
Medicare to model outpatient reimburse­
ment on other sites of service, such as a 
physician's office setting. This would be 
preferable to using other methods of data 
analysis which do no reflect the cost of 
administering therapies for rare disor­

ders. The Task Force worked diligently to 
have the amendment added to the Senate 
Medicare reform bill and found that our 
provision had been cut out in the final 
draft. However, it now seems unlikely that 
Congress will pass a Medicare Reform bill 
prior to recessing. Numerous meetings 
held with Task Force representatives and 
Members of Congress resulted in strong 
support for the amendment. Several Con­
gressional Members have vowed that 
they will address rare disease therapies 
with CMS Administrator Scully, request­
ing that CMS revise the reimbursement 
rate prior to issuing the final rule on the 
Hospital Outpatient Prospective Payment 
System. 

Announcement 
In their ongoing effort to keep the alpha-1 
community up-to-date on Prolastin® ship­
ments, Bayer Direct announced a new 
service offered through its toll-free 
number: 1-800-305-7881 (Option #1). This 
new service is available 24 hours a day 
and provides regular updates on 
Prolastin® shipments. The service fea­
tures a recorded announcement that is 
updated weekly, or as new information 
becomes available. 

NOTE: Please notify your AlphaNet Co­
ordinator of any changes in your health 
status, insurance coverage, nursing 
services, and/or pharmacy concerns. 

The AlphaNetter 
AlphaNet, Inc. 
2937 SW 27 th Avenue, Suite 305 
Coconut Grove, Florida 33133 

Return Service Requested 

--N
 
.A1psn,~N,~J
 




