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Policy Review Board Issue Paper: Fractionation of non-ARC Recovered Plasma and ARC Recovered Plasma in common fractionation pools 

 

	Issue
	Given its public statement to TSEAC in June 2001 and recent Policy Review Board consensus that the public statement should be rescinded, is it acceptable for ARC to have combined in the same fractionation pools:

 

        existing recovered plasma prepared from donations made by non-ARC volunteer whole blood donors, and purchased by the ARC, and 

        recovered plasma prepared from ARC volunteer whole blood donations?

 

Note:  This issue is being considered subsequent to the ARC Policy Review Board’s decision to rescind the June 2001 public statement before TSEAC to allow fractionation of ARC recovered plasma through the same manufacturing lines as plasma collected from other donors, including donors in Europe.  


 

	Background and current practice
	In the public statement made before TSEAC in June 2001, regarding the Red Cross’ intention to require plasma fractionators to use separate manufacturing lines for American Red Cross plasma from those used for plasma from other US sources, Red Cross made the following commitment:

 

“The Red Cross is taking the following steps to reduce the potential risk of vCJD in our plasma products: The only plasma used in the manufacture of plasma derivatives distributed under the Red Cross label will be that collected by our regions and from non-Red Cross facilities that comply with our donor deferral policy.”
 

Red Cross has contractual arrangements with certain non-ARC US blood collection agencies to purchase surplus recovered plasma from volunteer whole blood collections made to those agencies to supplement the Red Cross’ supply of volunteer recovered plasma for derivative production. These agencies are inspected by Red Cross to ensure that they are satisfactorily in compliance with all FDA requirements, including donor deferral policies for vCJD.  While these agencies comply with FDA’s vCJD donor qualification requirements, they do not necessarily follow Red Cross’ more stringent vCJD donor qualification criteria.
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	Background, continued
	Recovered plasma obtained by Red Cross under these contractual arrangements currently is sold to ZLB, a European fractionator, for production of derivatives that are distributed under ZLB’s label. However, since the implementation of more stringent vCJD deferral criteria, Red Cross excluded plasma from non-ARC collections in Red Cross’ own fractionation pools. 

 

Since the June 2001 statement to TSEAC, the Red Cross’ vCJD acceptance criteria have moved closer to the FDA’s criteria. By January 2003, the Red Cross’ criteria for UK travel/residency will be the same as other US blood collection agencies, but Red Cross’ criteria will remain stricter for European travel/residency.  

 

Further, in January, 2002, FDA issued a Guidance document that exempted US Source Plasma donors from European vCJD acceptance criteria, based on the realization that the process used to manufacture plasma derivatives is very effective at eliminating prions from final derivative products.  The FDA has not exempted recovered plasma for fractionation from the European acceptance criteria, however, due to concern that co-collected components (red cells, platelets) are used for transfusion without the benefit of this manufacturing process and therefore might pose an increased risk of vCJD exposure to recipients.

It is important to note that donations made to non-ARC agencies in the US are tested according to the same FDA requirements and by the same standards as are used by the Red Cross.  The only difference in plasma from Red Cross and non-ARC donations is that the donors were qualified for donation using different criteria for length of time spent in travel or residency in Europe (Non-Red Cross agencies following FDA Guidelines for vCJD deferrals accept donors who have spent up to 5 years in Europe; Red Cross defers donors who have spent more than 6 months in Europe.)
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	Impact of planned change in ARC testing: Business perspective 
	In Q4FY03, Red Cross plans to implement Nucleic Acid Testing (NAT) for HAV, HBV and Parvo B-19 (the so-called NAT II Project).  These tests are being implemented largely in response to fractionators’ requirements.  All units of Red Cross recovered plasma sent for fractionation will have been screened using NAT for these agents, when the testing is fully implemented.*  At that point, the Red Cross may no longer be able to accept plasma from non-ARC collection agencies for fractionation, since non-ARC donations may not be tested using NAT for these new agents.  

 

Between now and the implementation of NAT II, plasma could be obtained from non-ARC agencies and would be available to be fractionated by Red Cross.  Fractionation of this plasma would need to be completed prior to the full implementation of NAT II for Red Cross labeled derivatives. 

 

Because of lower blood collections and increased patient needs for derivatives (especially IVIG), Red Cross would benefit from using recovered plasma from non-ARC collections for manufacturer of Red Cross products.  If this plasma is included in fractionation pools, the ARC would be able to better ensure the availability of IVIG for patient needs in the US.

* Note:  Initially, only donations that test anti-HBc repeat reactive will be NAT tested for HBV.
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	Sub-Issues for discussion, continued
	1. Do current product labels and package inserts for the products that would be prepared from co-mingled plasma imply in any way that plasma was “collected by the American Red Cross.” 

· If so, would these labels/inserts need to be modified to state that the products were “manufactured for” or “distributed by” the American Red Cross, to avoid any issues about mis-branding these products?  

· If labels/inserts would need to be revised, would the volume of plasma available (estimated at about 40,000 L, if NAT II is implemented on schedule) justify making this change, which would presumably have to be approved by FDA?  

· Could such a labeling change be made in such a short time period?

Plasma Operations supplied copies of the labels and package inserts for the relevant products.  These documents contain the following phrases, but no reference that implies that the plasma was “collected by the American Red Cross:”

· “produced from the plasma of volunteer US donors”

· “from volunteer donors”

· “This product obtained from blood collected from volunteer donors,” and

· “manufactured from venous plasma.”

 

2.   Since ARC is on public record as using only plasma collected by Red Cross regions to manufacture derivatives under the Red Cross label, and is also on record with FDA as using more stringent vCJD donor acceptance criteria, would ARC be at risk of legal actions or public criticism if it were to include plasma collected by non-ARC agencies in its derivative fractionation pools?  Could this be interpreted as mis-representing the final product?  
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	Options
	Option I:  No change.  Continue to ship non-ARC plasma to ZLB for use in manufacturing derivatives under the ZLB label.  Do not co-mingle plasma from donors qualified using less stringent criteria for vCJD with plasma from Red Cross donors qualified using more stringent criteria.

 

Option II:  Since relevant package labels and product inserts are worded so that they do not reflect that plasma was collected solely by the American Red Cross, combine plasma collected from non-Red Cross donors in pools with plasma from Red Cross donors to increase the available Red Cross plasma derivative supply.   
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	Policy Review Board Actions
	Document the outcome of the Policy Review Board's discussion of the issue.

  

Discussion: 

Labeling is not an issue.  Some PRB members do have concerns about possible public perception of products that bear the Red Cross symbol as having come strictly from Red Cross donors.  Stan Roberts will survey some additional field representatives about this.  Dan Garen will review any legal issues. 

 

Option Selected: ___________
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