Ch.5 Analysis of APHIS Assessments

Purpose of chapter:  to facilitate continued improvement in APHIS’s regulatory process.

Structure:  This chapter was divided into 2 broad sections—an analysis of public involvement in APHIS’s decision making and a technical analysis of APHIS oversight.  

Technical Analysis of APHIS oversight

findings and recommendations

I.  General Comments

· (finding) Environmental assessments should be interpreted as confined to the US.   APHIS oversight is limited to how GM plants are moved and released in the US.  Their procedures do not examine how plants will impact environments different than in the states, and accordingly, should not be considered safe and suitable in other countries because they were approved through APHIS regulation.

· (finding) Extent that CBI (confidential business information) is used in documents sent to APHIS hampers external review.  US standards for what constitutes CBI are very broad, and APHIS has no mechanism to distinguish between info worthy of confidentiality and less sensitive info.  APHIS receives a large amount of data marked CBI—limiting the possibility for external input.

· (recommendation) Currently both the EPA and APHIS assess pesticidal plants for resistance risk and effects to non-targets.  EPA examinations are more comprehensive than APHIS examinations, and APHIS’s guidelines were found to have a “lack of rigor.”  Accordingly, pesticidal plants should either be more rigorously assessed by APHIS for resistance risk and non-target impacts or assessment requirements should be completely deferred to the EPA.
II.  Notification Process (primarily for field-testing)

· (finding) Plants passing through notification must not be considered a noxious weed in the location they are to be grown.  APHIS relies on a single weed list to determine if a plant is considered a weed or invasive, which is likely an inadequate method to make this determination.

· (finding) There is no acreage limit for transgenic plants grown under notification or permit.  This is a point of concern because often ecological effects are scale dependent and more likely to occur at larger spatial scales.  Also, as plantings are larger, the scale of release increases—making it more difficult to check if performance standards are being met.

· (finding) The committee determined that APHIS repeatedly allowed field-testing of a transgenic plant that posed toxicity and allergenic properties under the notification system.  (regulatory assessments are not nearly as thorough or comprehensive in APHIS’s streamlined notification system than with other processes that may be more appropriate). 
· (recommendation) Resources for monitoring and field visits are necessary to maintain a suitable number of well-trained inspectors. Additionally, persistent staff vacancies and turnover rates may affect the rigor of APHIS’s assessments.

III.  Petition Process (for deregulated status)

· Deregulation is absolute.  No additional monitoring of a regulated article or its descendants can be done after a deregulation petition is granted.  

· (finding) APHIS and EPA made different decisions on the planting range of Bt cotton in the US.  APHIS deregulated the cotton throughout the US, but the EPA restricted growing it in Florida and Hawaii.  

· (finding) APHIS appears to be inconsistent in its deregulation on a geographical basis—in 1997 it granted a petition while only considering two actions—“no action” (refusing to grant nonregulated status) and “finding of no significant impact” (granting complete deregulation)—yet for another petition in 1997 APHIS also considered a 3rd alternative action—“approve the petition with geographical limitation.”

· (recommendation) APHIS should require reporting of full DNA sequences of transgenes as they are integrated in the plant genome.  The committee believes that as much transgene sequence information that is reasonably feasible be submitted as part of an application (to ensure that only the coding sequences of interest will be expressed in the plant)

· (finding) APHIS does not provide sufficient guide for standards of evidence required in deregulation petitions.  APHIS gives general guidance, but often does not include info on the evidential standards petitioners need.

· (finding) APHIS is understaffed, and the committee questions the match between scientific areas of staff training and staff member’s responsibilities.  Committee found the agency especially lacked in ecologists and population geneticists.  Also specifically noted was that a larger and more balanced staff would not replace the need for external scientific peer review.

· (finding) APHIS assesses deregulation petitions largely based on environmental effects considered on small spatial scales, while potential effects from large scales are rarely considered.  This is especially cause for concern, as commercialization typically entails scaled-up land space.

· (finding) “toxicology-type” risk assessments used by petitioners are not sufficient to assess non-target risks of pesticidal crops.  

· (recommendation)  Development of assessments are needed to test and monitor articles after commercialization.

