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PPTA Releases New Video  
“Becoming a Plasma Donor”
Earlier this year, PPTA released a new DVD 
“Becoming a Plasma Donor,” which features 
information on plasma donation and what a donor 
can expect if they want to become a plasma donor 
at one of 400+ U.S. Food and Drug Administration-
licensed and International Quality Plasma Program-
certified plasma collection centers in the U.S. The 
ten minute video also discusses how critically 
important plasma donors are to the production of safe,  
effective, lifesaving therapies that help individuals with rare, 
chronic, life-threatening diseases. PPTA’s DVD highlights how 
plasma is donated and what happens when someone arrives 
at a plasma collection center. Featured in the video is a plasma 
donor who takes viewers through the steps that someone would 
experience when they donate plasma. The DVD is available in 
English and with Spanish subtitles, and a German language 
version of the DVD filmed in Austria and Germany is also 

expected to be available from PPTA later this 
year. To view the DVD online, please go to 
www.donatingplasma.org, select Newsroom 
and then Videos. To obtain a copy of the new DVD,  
please contact Diana Krueger at dkrueger@pptaglobal.org 
or (443) 433-1107. Congratulations!
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	   PPTA Recognizes Staff Performance
  The following staff were promoted in 2011 in recognition of their contributions to organizational excellence:
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Glossary of Termsi
CDC	 Centers for Disease Control and Prevention
EMA	 European Medicines Agency
EU	 European Union
EVM	 European Vaccines Manufacturers
FDA	 U.S. Food and Drug Administration
HBIg	 Hepatitus B Immune Globulin
HES	 Hydroxyethyl Starches
HPSC	 Health Policy Steering Committee
IPFA	 International Plasma Fractionation Association

IPPC	 International Plasma Protein Congress

MHLW	 Ministry of Health, Labour and Welfare

IQPP	 International Quality Plasma Program

PLUS	 Plasma Users Group

PMF	 Plasma Master File

TGA	 Australian Therapeutic Goods Administra tion

VAMF	 Vaccines Antigen Master File

WHO	 World Health Organization

�Updated Brochure 
“Saving and Improving Lives” For European Audiences

The Association recently updated the brochure “Saving and Improving Lives” for use with audiences  
in Europe. The 10-page brochure describes plasma protein therapies, their highly complex  
manufacturing process and voluntary industry standards. In addition, the life threatening chronic,  
genetic medical conditions treated with plasma protein therapies are highlighted with photos of  
real-life donors and patients. To obtain a copy of the brochure, please contact PPTA’s European  
office in Brussels, Belgium at +32.2.705.5811.

Germany to Consult PPTA 
in Development of Albumin Guidelines

PPTA’s approach to the German Physician Association 
(BAK), following the finding of scientific fraud by 	
anti-albumin advocate Joachim Boldt, has been 	
followed by the BAK’s withdrawal of the German 	
albumin guidelines authored by Boldt. The BAK has 
written to PPTA, assuring that the Association will be 
consulted during the development of the next edition of 
the guidelines, which have become increasingly relevant 
and used by German reimbursement organizations.

▲ FDA Publishes Guidance

Recently, the U.S. Food and Drug Administration (FDA)  
published a Final Guidance titled “Process Validation: 
General Principles and Practices.” PPTA formally 
commented on the Draft Guidance, and it was discussed 
during last year’s FDA Liaison Meeting. FDA implemented 

some of PPTA’s suggested changes, 
including the addition of a glossary, 
references regarding Process 
Analytical Technology, and 
language regarding manufacturers 
of legacy products. 
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Plasma Protein Therapies Treat 

 Rare, Chronic Genetic Diseases

undreds of different proteins have been found in human 

plasma. The plasma protein therapeutics industry is able 

to separate out a number of these proteins from which 

they can make a range of lifesaving medicines:

Albumin 
One of the first human proteins to be used clinically was albumin.  It was developed 

as a stable human plasma substitute in World War II. Today, albumin is widely used 

in the treatment of shock, burns, adult respiratory distress syndrome and during 

cardiopulmonary bypass surgery. Human albumin replacement can speed recovery 

and increase survival in critical care patients. Albumin restores circulating blood 

volume where volume deficiency has been demonstrated. 

Alpha-1 proteinase inhibitor

Alpha-1 antitrypsin (AAT) is a protein found in the lungs. The main function of AAT is 

to protect lungs from inflammations caused by infections and inhaled irritants, such 

as tobacco smoke. In some people, AAT is abnormal and cannot be released from 

the liver at  a normal rate, leading to a build-up of abnormal AAT in the liver.  This 

inherited disorder can damage the lungs (emphysema) and the liver. Administration 

of alpha-1 proteinase inhibitor therapy prevents further damage from occurring in 

the lungs. 

Coagulation factors

Factors II, VII, VIII, IX, X and von Willebrand Factor are the major therapies that help 

those born with blood clotting disorders such  as hemophilia. A fibrin sealantor 

tissue adhesive, is also used to  aid clotting and to close wounds during surgery. 

Immunoglobulins

A healthy immune system is vital to a normal life. Some people  cannot make their 

own protective antibodies and depend on supplementary infusions or injections of 

immunoglobulins. Some individuals may be born with an inherited condition or be 

afflicted  with another illness, such as leukemia, that prevents them from  making 

antibodies. In these cases, it is necessary to provide a broad spectrum of antibodies 

from products made from blood or plasma derivatives. Some people may develop 

harmful antibodies which  attack their own tissues. Immunoglobulins help to modify 

this autoimmune reaction and prevent progression of the disorder.

Plasma Protein Therapies are Unique

The plasma protein industry is very different from the traditional chemical-

based pharmaceutical industry. Plasma protein therapies are unique, sole-

source biologic therapies with no generic equivalents. Manufacturing 

processes for these therapies are distinctively different from traditional 

synthetic pharmaceuticals, with production often requiring seven to 

twelve months to complete. The manufacturing costs are typically around  

70 percent of the total cost for plasma-derived therapies, compared to  

20 percent for traditional chemical-based pharmaceuticals.

Highly Regulated Worldwide

The plasma and plasma therapies industries are highly regulated 

worldwide. The legal underpinning and the regulatory structures of 

regulatory oversight differ throughout the world. But, the primary goals 

– to provide efficacious therapies to those who need them and to protect 

the recipients from unintended harm – are the same throughout the 

world. In some manner, regional regulatory agencies provide oversight 

in the following areas:

Donor eligibility

Collection and processing of source plasma

Testing of donations and in-process materials

Manufacturing and Quality Control

Pathogen reduction

Storage and Distribution

Good Manufacturing Practices

Quality Assurance

Inspection/ Audits

Post-marketing surveillance

Throughout the plasma-derived and recombinant manufacturing 

processes, the industry is vigilant and persistently adding new 

technologies and techniques to enhance safety, quality and effectiveness 

of plasma protein therapies. Continuous innovation in the therapies and 

the long and complex production processes bring their own unique 

pressures on the economics of production. This steadfast vigilance and 

innovation requires substantial up-front investment in order for the 

industry to remain viable. Manufacturers adhere not only to European 

and Member States’ national regulations, but also take part in a 

voluntary, industry standard program, Quality Standards of Excellence, 

Assurance and Leadership (QSEAL), which goes beyond regulatory 

requirements. Collectors of source plasma used for manufacturing 

plasma protein therapies also adhere to an additional level of safety 

with their International Quality Plasma Program (IQPP) of voluntary 

standards. Further, the industry, in collaboration with patient 

organizations, has developed a first-of-its-kind, confidential Patient 

Notification System (PNS) to alert patients and physicians to therapy 

recalls within 24 hours.
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IG Therapy to treat 

one adult patient for 

one year.
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Basic Plasma Fractionation Economics

he standard method of production for plasma-derived 

medicinal therapies on an industrial scale is fractionation of 

the starting plasma. Fractionation is a highly complex 

process that is unique to plasma-derived therapies. This 

method uses a linked series of steps with varying conditions of 

temperature, pH, ethanol concentration, etc. to separate the various 

proteins. Traditionally, the economics of fractionation have centered 

around the production and sale of three key categories of purified 

proteins: albumin therapies;blood clotting factors (Factor VIII and Factor 

IX); and immunoglobulins. This interdependence of therapies is 

important in understanding the economics of fractionation. The demand 

for immunoglobulins has risen steadily, whereas the use of albumin and 

plasma-derived clotting factors stabilized. One obvious solution is for 

the industry to develop other plasma protein therapies and this is 

happening to some extent. For example, recent years have seen the 

licensing in certain markets for fibrin sealant and alpha-1 proteinase 

inhibitor. However, the development of new plasma-derived therapies is 

difficult and requires significant investment from manufacturers. 

Considerable research efforts and dedicated resources are required in 

new therapeutic areas to demonstrate clinical efficacy. In addition, 

development and validation of new production methods for these 

sensitive proteins is cumbersome and costly. Typically the target patient 

groups are very small, often recognized as “orphan drug” populations, 

making patient recruitment into clinical trials slow and costly and the 

likely return on investment uncertain.
Plasma protein therapies 

help patients with rare, 

chronic diseases to  

better lead a healthy, 

productive life.


