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CRN RESPONDS TO CSPI's ALLEGATIONS OF INCREASED HEA LTH
RISKS ASSOCIATED WITH SELENIUM

WASHINGTON, D.C.,July 7, 2009 — In response to CSPI’s recent allegatthat there are increased
health risks associated with selenium intake, tharil for Responsible Nutrition (CRN), the leading
trade association representing the dietary supplenrelustry, issued the following statement.

Statement from Steve Mister, president and CEO, CRN:

“It is disappointing to read the kind of fear-monigg that is being attributed to the Center for
Science in the Public Interest (CSPI) in connectith its campaign to clarify the permissible
health claims that can be made for selenium andiogtinds of cancer. Recently CSPI has been
guoted as issuing statements lifeelenium products] are dangerous to the healtmeh

suffering from prostate cancer,” * may increase tis& of diabetes and hypertensioarid that,

‘the [selenium] products pose a health risk to comsts because results from studies associate
selenium intake with increased risk of developiradpettes and with increased risk of aggressive
prostate cancer.’

The fact is that the researchers involved in theESET trial have themselves been very careful
to state that any increased risk of diabetes thglitnhave been associated with the SELECT trial
was not statistically significant and may have béea to chance. If the tables were turned and
the study showed a similar reductimnthe risk of diabetes that was not statisticalfynificant,

but CRN or its members were promoting a redutgd CSPI would not hesitate to chide the
industry for doing so. It is more than a littleidgenuous to keep raising the specter of increased
chance of diabetes from non-statistically significdata from a single study that may be due to
chance.

Likewise, CSPI has speculated about the dangérsen suffering from prostate canceZRN
is not aware of any hard data that even remoteajgests that men with prostate cancer are
turning to selenium as a cure or treatment. Ntnase data that these men are forgoing their
chemo-treatments or cancer drugs in favor of seteni

Moreover, the recently published study that CSteiscin support of the allegations that selenium
is associated with aggressive prostate cadmamral of Clinical OncologyJune 2009) does not
support that conclusion. First of all, it is a @e®ctional observational study, which the
researchers acknowledge is a limitation. Undoulgte€iEPI would be critical of the view that
observational data could be used to demonstragfiteof supplementation, so why put so

much stock in it if the conclusions go the otheyW&econd, the results differed according to the
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genotype of a particular polymorphism for an antlaxt enzyme—those men with one
genotype and higher blood selenium levels actuedty a 40 percent reductiomaggressive
prostate cancer risk. To the researchers’ surghsegther genotype, combined with higher
blood selenium levels, was associated with higis&t rThe researchers openly state that this
finding was unexpected and has never before beserada. In fact, it contradicts the findings of
another study published by the same group backR@® Zancer ReseargtMarch 15, 2005).

To state, as CSPI does, that “studies” suggestiseteleads to increased risk of aggressive
prostate cancer is not only inaccurate, but dematest a blatant double-standard. Was the
increased selenium in blood serum levels a reétifteocancer, the cause of the cancer, or simply
an unrelated variable? Again, if industry usethgle observational study, with an isolated
finding not demonstrated elsewhere to supportienadd reduced risk of cancer, what would be
CSPI’s response?

Even more critical is that the cited study doesewan give support for a causal relationship
between selenium and increased cancer risk. Asthit SELECT trial, these researchers stated,
‘this finding may be a result of chance and warrdatther confirmation in humarns

Moreover, the researchers speculate as to possibses for their outcomes and one theory
argues that if there is not sufficient seleniunat ttan lead totoxicity, oxidation, propensity for
DNA damage and increased cancer rigkey also consider thatthe slight positive association
for selenium and risk of aggressive disease wassalt of patients with worse clinical features
taking selenium supplements out of concern ab@irt thagnosis. (Note the researchers’
speculation is that subjects may have used seleini@adition to—not in lieu of—their
traditional cancer treatments.) But for the thodsamf consumers who have read CSPI's
releases, and the numerous media reports baségmmiver the past week, they may be left
with the misimpression that the connection betwasanium and diabetes and aggressive
prostate cancer is an established fact.

The real issue that is under scrutiny is whetherctaim that selenium can reduce the risk of
developing prostate cancer is adequately suppbstekde evidence. CRN and CSPI can certainly
disagree about that and whether particular clajppsapriately communicate to consumers their
risk of developing cancer; it would be entirely emmriate for CSPI to urge FDA to deny the
claim while CRN argues that the data is sufficinsupport such a claim. But it's quite
disturbing to see CSPI resorting to this kind gbémpole to attract headlines and divert attention
from the real issues.

Finally, it is no secret that there are still somodliers in this industry—products that may
contain undisclosed prescription drugs, or mayddtarated for economic reasons, or
manufacturing facilities that do not comply witlret@&MP requirements that are now mandated
for most of the industry. It would be nice to sé&RTjoin CRN in calling for FDA resources to
be directed to these kinds of egregious behavitiesevthere really is the potential for health
risks to consumers. When, instead, CSPI calls ik Fo seize selenium products that pose no
health threat to consumers despite the fact tieatdimpany involved has indicated that it will
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discontinue the claims in question, it makes CRHEstjon how CSPI develops its agenda of
priorities related to FDA.

For an organization like CSPI that many consumans to for scientific analysis—an
organization that even has “science” in its nameas-than unfortunate turn of events.”

i

Note to Editor: The Council for Responsible Nutrition (CRN), foudde 1973, is a Washington, D.C.-based trade
association representing dietary supplement matwiéas and ingredient suppliers. In addition to ptyimg with a
host of federal and state regulations governintadiesupplements, CRN members also agree to attheoduntary
guidelines for manufacturing, marketing and CRN&I€ of Ethics. Visit www.crnusa.org.



