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Environmental Defense appreciates this opportunity to submt coments on

the

robust summary/test plan for N-Methylphthalinmde (CAS# 550-44-7)

General Electric Conpany, in response to EPA's Hgh Production Volume

Chal lenge Program has submitted a Robust Summary/Test Plan for

N- et hyl pht hal i mi de (PI). This Test Plan is sonewhat cursory. It consists
only of a Table of Contents for the Test Plan and Robust Summary, a single

page

describing the chemcal structure, synonyns and use pattern of Pl and

a matrix of SIDS elenments that have been addressed by available data or
conputer  nodel i ng. Thus, the Test Plan is not very useful other than to
provide a checklist of studies done. Further, the use pattern does not
provide assurance that the Pl produced at the single plant indicated by the
sponsor is used exclusively at that plant and is not transported in such a
manner as to risk environnental and/or human exposure.

The

matrix of studies done and proposed indicates nost required SIDS

el ements have been addressed. The matrix also indicates the GCeneral

El ectric Conpany plans to conduct additional studies to provide data on
repeat dose toxicity and developrmental toxicity and teratogenicity. These
proposed studies seem unnecessary, as our review of the Robust Summary
indicates adequate studies that were conducted under GLP exist to address

these SIDS elenents. Results of these studies indicate PI has low to
noderate toxicity in repeat dose studies. Further, it does not adversely
effect developnent and is not a teratogen. Gven these findings, and our

interest in mninmzing animal testing, we would not recomend that

additional repeat dose or developnmental toxicity/teratogenicity studies be
conduct ed.

Reproductive toxicity studies are also proposed, but have not been
conduct ed. We note that the reproductive organs were saved, but not
examned, in the repeat dose studies. If those tissues are still available

and

a thorough histological examnation indicates no adverse effects

associated with Pl admnistration, then we would recomend no additional
testing for reproductive toxicity; otherwise, we concur wth the proposal

to

And

conduct such testing.

finally, although the acute toxicity studies described in the Robust

Summary are not satisfactory to meet nodern requirenents, they should not

be

repeated, as the repeat dose studies adequately denonstrate the noderate
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to low toxicity of N-methylphthalimde.
Thank you for this opportunity to coment.

Hazel B. Matthews, Ph. D.
Consul ting  Toxicol ogi st, Envi ronment al Def ense

Richard Denison, Ph.D
Seni or Sci entist, Environmental Def ense





