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As for any biological testing, a variety of quality control procedures are
required to assure effectiveness, reproducibility and safety in the specific
application for which their use is intended. For this reason, the NHF supports
the FDA’s position that NAT testing procedures and kits should be licensed
and subject to standard regulation and oversight. The NHF recognizes that the
optimal size of the pool appropriate for NAT remains to be determined.
Nonetheless, we agree with the FDA’s position that the identification of virus-
positive donors is extremely important, not just to improve the safety of the
blood supply, but in order to offer appropriate counseling, treatment and blood
donation deferral. We also recognize that objections have been raised
concerning the application of NAT due to concerns of cost-effectiveness.
However, we maintain that industry has the obligation to implement the best
available procedures to ensure the safety of the blood supply and these should
be subject to FDA regulation and oversight.

In conclusion, we wish to reiterate NHF’s support for this draft guidance and
applaud the FDA for its furtherance of the technology to ensure the integrity
and safety of the nation’s blood supply.
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