Len |. Sweet, PhD, MPH, MSc
43299 Candlewood Ct., Canton, Ml 48187
734-612-8689
Isweet@chemrisk.com

February 21, 2008

Representative Rebekah Warren

Chair, Committee on Great Lakes and Environment
P.O. Box 30014

Lansing, MiI 48909-7514
rebekahwarren@house.mi.gov

Re:  Michigan House Bill 4569 -- Lindane
Dear Representative Warren:

As a resident of Michigan, and alum of three graduate programs (in toxicology, environmental
science, and public health) at the University of Michigan -- | have numerous concerns with the
State of Michigan’s bill to restrict the use of lindane-containing pharmaceutical products. This
letter and its enclosures summarize numerous facts that clearly indicate lindane medications do
not present a risk to the Michigan environment.

By way of background, | am employed as a Senior Health Scientist at ChemRisk® which is a
consulting firm providing state-of-the-art toxicology, industrial hygiene, epidemiology, and risk
assessment services to organizations and government bodies involving public health,
occupational health, and environmental challenges. In this role | have been asked by Morton
Grove pharmaceuticals, the sole U.S. distributor of lindane medications, to provide my
independent expert opinion on the state of the environmental science of lindane.

Fundamentally, | disagree with Michigan House Bill 4569’s recommendation to restrict the use
of lindane medications based on the following:

1. Lindane is virtually undetectable in the environment of the State of Michigan.

2. Independent experts, agencies, and lines of scientific evidence confirm that lindane can
and should continue to be available as a treatment option for scabies and lice.

3. The state of the science does not demonstrate that use of lindane products presents an
unacceptable risk to environmental health and safety. _

4. Requiring replacement of lindane medications with increased use of substitutes, such as
malathion and permethrin based products, without an in-depth analysis of the risks and
benefits of proposed substitutes is not sound public policy and may create a significant
and unintended environmental risk for the future.

Regarding expressed concemns that lindane medications may present a risk to the Michigan
environment, the Attachment titled “Lindane is Not an Environmental Risk in Michigan” clearly
demonstrates that there is no compelling evidence that lindane products are entering the
environment in a quantity or concentration under conditions that will have an immediate or long
term harmful effect on humans or any other organisms. In fact, lindane is not detectable in
virtually all of the various matrices and media listed including fish, drinking and surface waters,




wastewater, soil, sediment, and air. It also has not been detected in human blood or urine.
Furthermore, lindane is not listed by the U.S. EPA as a High Priority PBT (persistent,
bioaccumulative, toxicant) in the environment. In fact when considering the environmental
toxicity of lindane to invertebrates in surface water, lindane is 160 times less toxic than chlorine
and 10 times less toxic than the essential element zinc.

It should also be noted that, despite the claims presented in a recent article coauthored by Miller
et al., properly treated wastewater is not a significant source of lindane in the environment. As
outlined in the attachments, data from Michigan’s own wastewater treatment plants demonstrate
zero detection of lindane in treated wastewater effluent. Furthermore, the U.S. EPA in 2002
conducted a study where they estimated concentrations of lindane in surface water used as a
source of drinking water; based on years 1999 — 2000 consumer use of lindane based lotions
and shampoos for the treatment of scabies and lice. In this study EPA used a “down the drain”
model that intentionally predicts upper bound concentrations that are at the high end of those
likely to occur in a real-world setting, and EPA’s results indicate that estimated surface water
concentrations for lindane ranged from 0.034 to 0.44 ng/L (parts per trillion). My update of this
model based on actual Michigan data predicted worst case levels from 0.007 to 0.12 ng/L (see
Figure 1). Both EPA’s 2002 surface water concentrations for the nation, and my 2008 estimated
surface water concentrations for Michigan, are all orders of magnitude (e.g., 100 times lower)
lower than the health benchmarks from California (19 ng/L) and Michigan (70 ng/L). As a
whole, these results further indicate that use of lindane medications, despite thousands of
annual prescriptions written in Michigan, does not present an environmental risk in Michigan.

Regarding the question of “why do we need lindane?” scientific reports indicate that scabies and
lice remain a significant and ubiquitous global public health issue for which there are very limited
treatment options. Available data indicated that there were over 300 million cases of scabies
and lice globally per year, many of which were prevalent in impoverished communities, heaith
care settings, homeless sheiters, hospitals, child care settings, and with those individuals that
are sexually active. ’

Lindane has over 50 years of clinical use and proven benefits, and according to the FDA,
medical practitioners wrote over 1 million prescriptions for lindane products in 2003.
Furthermore, studies by independent scientists and evaluations by such groups as FDA, CDC,
WHO, and medical experts confirm that lindane can be used without unacceptable risks and
lindane products should continue to be available as a treatment option for scabies and lice (see
Attachment entitled “Lindane — What Independent Experts are Saying”). Agencies such as the
FDA and medical practitioners are aware of the controversy surrounding lindane and even so,
they have determined that lindane products do not present an unreasonable risk to human
health or the environment and recommend its continued use.

In closing, there is no credible science supporting the restriction of use of lindane medications
based on environmental concerns in Michigan. The benefits of lindane medications are tangible
and the environmental risks are deemed insignificant compared to the public health benefits of
these products. It is further clear that restricting lindane medications and substituting with
products containing malathion and permethrin has the potential to decrease the effective and
proven treatment options for scabies and lice, and potentially increase the adverse impacts on
the environment and human health. | urge the Committee on the Great Lakes and the
Environment to review and carefully consider these comments before making any final
recommendation that could lead the state of Michigan to take further action against lindane
medications.




Our state should rely on sound science as presented by experts in the field when making policy
decisions that impact the welfare of our citizens and entire industries.

| am available to meet with you and others on the Committee and look forward to discussing
these issues on HB 4569 in detail with you further. Please do not hesitate to let me know if you
have any questions.

Sincerely,

,ﬂ:}( N G .//*S\\ —

Len Sweet, PhD, MPH, MSc



Figure 1. Comparison of Treated Wastewater Concentrations of Lindane to Health Benchmark
Limits Shows That It Is Not a Significant Source of Lindane in the Environment.
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