


C S L B E H R I N G : C O M M I T T E D T O Q U A L I T Y A N D S A F E T Y [ 1 2 ]

B I L L D A R B I S O N (NHF): Regarding a system of inventory hold, isn’t part of the

reason for it to leave time for a second donation from the donors?

D R . B E R G M A N (CSL BEHRING): This is true. The idea behind it is that in case we

miss something in the window period, we will pick it up in the second donation.

The question is: Now that the window period is shrinking, should our inventory

hold shrink too?

B O B R O B I N S O N (HEMOPHILIA FOUNDATION OF ILLINOIS – HFI): If CSL Behring’s

inventory hold time were to change, I would encourage you to consider that it should

occur with quite a long lead time and a lot of education in the community. If the

industry were to decide that the inventory hold timeframe should change, then they

should announce this intended change two years ahead of time so the bleeding

disorders community can start discussing pros and cons.

Cytomegalovirus and Therapy Safety

L I N D A “ L E W ” W Y M A N - C O L L I N S (HFA): I have a question about the

cytomegalovirus (CMV). You do not defer CMV-positive donors. I work in a

neo-natal intensive care unit and babies are not given CMV-positive products.

Does your pathogen inactivation get rid of CMV?

D R . G R Ö N E R (CSL BEHRING): Herpes viruses, such as CMV, are cell-associated.

This means that the amount of CMV in plasma is very low. Furthermore, pathogen

inactivation methods eliminate CMV infectivity.

D R . B E R G M A N (CSL BEHRING): In fact, CSL Behring markets a hyperimmune CMV

immunoglobulin because there is a need for it to treat transplant recipients.

Community Organizations and Industry Working Together to Get Out

the Message on Product Safety

D R . B E R G M A N (CSL BEHRING): What can community organizations do to help

get these messages across?

D AV I D PA G E (CHS): I think it is important to get the message out and I think com-

munity organizations can help with that. What industry can do is pharmacovigilance.

The most important thing is to be able to say after more than 20 years that there has

been no HIV, no Hepatitis C and no Hepatitis B contracted through plasma-derived

products. That’s what people can understand. I think we have been successful in

achieving that. Now we are in an era where people are considering the danger of

inhibitors and making choices based on that, not just virus safety. I think that is a

step forward.

D R . B E R G M A N (CSL BEHRING): Thank you for your point about inhibitors. There

have been a lot of recent publications stating that inhibitor management is the biggest

challenge with hemophilia today.

LEW COLLINS
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D E N N I S J A C K M A N (CSL BEHRING): The more we can explain this in straightforward

terms and make sure it passes muster with the regulatory bodies, the better for

everyone. We are enthusiastic about working with organizations and individuals who

are trying to spread this information.

B O B R O B I N S O N (HFI): I also think there has been resistance to talk openly about

all of these safety measures because so many people did become infected and there

have been understandable emotions about that. I fear that the longer we delay talking

about the safety of plasma-derived products the more we get entrenched in the

discussions about recombinant products. There are manufacturers within the industry

who are doing everything in their power to move patients away from plasma-derived

products to recombinant products. The longer we stray from this issue and not show

that it is a viable option, it is going to be increasingly difficult to make it an option.

D R . B E R G M A N (CSL BEHRING): That’s a good point. I also want to point out that

when we manufacture products from several million liters of plasma it is not only

coagulation therapies that we are concerned about manufacturing. The growth in the

intravenous immunoglobulin market is now the reason for expansion. Therefore, we

want to make sure the safety messages get out. The data of the last 23 years has

demonstrated safety across all our therapeutic categories.

M I C H E L L E R I C E (NHF): I am a mother of two children and my oldest has Hepatitis C

contracted at a time when we were told the product was 98 percent virus free. As for

what industry can do, this type of discussion we are having is huge. For me personally,

the thought of ever having to go back to plasma-derived products was absolutely

terrifying. Attending this discussion I actually feel like it would not be the end of the

world to use a plasma-derived product. My children could do this safely. I do think

that because of fear some of us have felt reluctant to share this information. I think it

would be very beneficial to bring this kind of safety presentation out to local chapters

of community organizations. Fear has guided what I have done, but I can tell you that

watching the manufacturing processes makes me feel more comfortable. I encourage

you to continue to do tours like this with more people.

R AY S TA N H O P E (NHF): I would say that it is important to give people a visual

format to understand the different safety steps and how they add to the complete

picture with the viral inactivation and removal being the strongest steps. You could

build on your relationships with local chapters and work with the hemophilia community

organizations to circulate this information. This would also show that whatever the

future holds your paramount concern is the safety of your customers.

Conclusion

By maintaining the highest standards of quality and safety in the manufacture of all

our products, we honor our commitment to saving lives and improving the quality of

life for people with rare and serious medical conditions worldwide.

BOB ROBINSON

http://www.cslbehring.com
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About CSL Behring

CSL Behring is a leader in the plasma

protein therapeutics industry. Committed

to saving lives and improving the quality
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