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FDA Open Public Hearing on September 20, 2010

September 19–20 Veterinary Medicine Advisory Committee Meeting

(Docket No. FDA-2010-N-0001)

ANH-USA Public Comments:
The Alliance for Natural Health USA is part of an international organization dedicated to promoting sustainable health and freedom of choice in healthcare through good science and good law. We protect the right of natural health practitioners to practice, and the right of consumers to choose the healthcare options they prefer. ANH-USA is committed to sustainable health—the recognition that our environment and our physical health are inextricably related. 

Our dedication to sustainable health and choice through good science and good law directs our organization’s actions. We have opposed genetic engineering since our organization was founded. These untested, new-to-nature substances are hurried to market, and are consumed by livestock and unwitting consumers alike—without any scientific proof of their long-term safety. Additionally, the process the FDA uses to approve these substances lacks common sense and transparency. This is the antithesis of good law.

In the case of AquAdvantage salmon, ANH-USA believes that neither the FDA nor AquaBounty Technologies has used good science in their safety assessment of this genetically engineered fish. 

Scientific studies on the AquAdvantage salmon have either not been released, or have been released so late in the approval process that it is impossible for the public and experts to assess whether scientific burdens have been met. Current science suggests that the health and safety implications of genetically modified organisms grow more pronounced over time. Due to the lack of data provided by AquaBounty Technologies, science cannot prove that this new gene-spliced salmon is completely safe for human consumption over the long term, since there are no carefully constructed double-blind studies of these fish being consumed over many years.

 

Consider, for example, the new study from Russia which has found that hamsters fed genetically modified soy become sterile by the third generation—and in some cases start growing hair inside their mouths. Effects that take so long to appear underscore the need for a cautious approach. We also know that in the Philippines, people who ate GM corn found that their bodies developed antibodies to Bt toxin—that is, their bodies processed the corn’s engineered traits into their guts and reacted to them. These same consumers also developed a resistance to certain antibiotics.

Another serious concern regarding AquaBounty Technology’s genetically engineered salmon is that the FDA currently has no adequate means to assess the fish as a GE animal intended as a human food product. Rather than develop an appropriate evaluation method, the FDA is currently proceeding to approve the GE fish through its process for reviewing a new animal drug. Clearly, this is inappropriate. This process is meant for the review of new drugs used on animals, not for the creation of new animals. Such a limited review by the FDA of the first-ever GE animal for human consumption recklessly and needlessly endangers consumer health, and is wholly inadequate to review potential public safety and environmental risks associated with consuming genetically engineered animals.

In short, ANH-USA believes that the FDA process to approve the AquaBounty salmon stands in stark contrast to good law. 

This genetically engineered salmon was filed for FDA approval in 1995, but the FDA has withheld the application from public view until now. For an agency responsible for protecting and advancing public health, that action alone is contemptible. And given the gravity of the decision the FDA will soon make, we are shocked the agency would even consider this new-to-nature, bio-engineered animal. 

The lack of transparency by the FDA prevents the public and outside experts from submitting their comments. The absence of a public comment period on the approval of the GE salmon before this meeting prevents relevant scientific studies and data from ever reaching the FDA before their decision. Holding a comment period solely for labeling presupposes that this AquAdvantage salmon will be approved, without proper public comment solicitation or review. 

These are just a few of the concerns of Congressional offices, and a coalition of over thirty organizations, and 160,000 individuals who have submitted public comments to the FDA and to Congressional offices. 

Both the creation of this genetically engineered animal and this FDA approval process have lacked good science and good law from the start. ANH-USA opposes the approval of the AquAdvantage salmon. 
“Promoting sustainable health and freedom of choice in healthcare through good science and good law”

