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WENS’ Response to Professor Milne’s letter.  August 2009 
 
1. We note the FSA’s responsibility to protect people with regard to food safety, 
including exposure to contaminants through the food chain. 
Sadly, we think that it fails in the case of BPA. 
2.We note that the FSA echoes the policy of the EFSA. 
3. You will note that most of our references are internet sites. These are for easy 
access to the scientific and medical papers, analyses and reports in respected medical 
and scientific journals and from official bodies, and other respected organisations. I 
am sure you will not see them as “stories’. 
 
Paras 4 and 5 of the letter indicate to us how the FSA deals with risk assessment. 
We think that in the current state of pollution of the world, this is outdated.  
We note the use of the words “tolerable intake” and “appreciable harm”. Both these 
terms are vague, but they do imply some degree of harm. We ask for these terms to 
be clearly defined. We need to know what is tolerated and by whom. How much 
harm is ‘appreciable’, who makes these decisions and what research the decisions are 
based on. 
We need to know to whom this risk analysis applies: is it the adult male, the adult 
female, the pregnant woman, the pubertal girl or boy, the rapidly growing child, the 
infant (bottle or breast fed), the foetus, the elderly, or the infirm with underlying 
health problems?   
Does it allow for the fact that we are exposed to numerous substances - 287 detected 
in foetal cord blood, several hundred in body fluids of adults and children or tissues 
and 400 or so in breast milk? We know very little of the interaction of these multiple 
exposures in our bodies. (1) (2) (3) 
Does it allow for the fact that we are repeatedly exposed? We are aware that BPA is 
fairly rapidly metabolised and excreted. Yet almost 93% of those tested in the US 
had levels of BPA above the dose considered tolerable by the US EPA. A US 
biomonitoring study this year (2009) by NHANES found a longer half-life than 
expected in fasting individuals orally dosed with BPA, suggesting there could be 
bioaccumulation or exposure from a non- food source. (3)  
 
A very recent study of 77 Harvard University students measured their urinary BPA 
levels before and after one week of drinking all cold beverages from polycarbonate 
containers. The ‘after’ results were on average 69% higher than the  ‘before’ (4) 
 
Current risk assessment does not account for the importance of the timing of 
exposure. The timing can be more important than the dose. There are precise periods 
of particular vulnerability, often very short, as in the foetus, when exposure coincides 
with the timing of a developmental process. Most familiar is the case of thalidomide, 
and now Corby, affecting the foetus at the precise period of limb bud development or 
of DES and sexual organ differentiation. (5) (6)  (7) (8) 
 
In Para 6 we are told of the change in the tolerable level of exposure from 0.01 to 
0.05 Professor Milne says it is to provide a safety margin beyond the expert 
assessment of the scientific evidence. Could we please have references to the expert 
evidence? (9) 
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Para 7. This talks of ‘stories on the Internet’. We do hope that this does not suggest 
that this is the only means by which WENS or the PPC gets its information.  There 
are many thousands of print and electronic articles for public consumption. Our, and 
your, task is to examine the background science on which they are based. To this 
purpose, we use the Internet extensively for research, as most researchers and 
scientists do these days, to gain access to scientific and peer reviewed medical 
journals and reports. Our concerns are validated by many years of search and study 
of this large body of research and we only use peer reviewed sources and reports 
from reputable organisations that specialise in these issues. 
 
 It is admitted that temperature affects migration of BPA and we are told that as an 
elementary precaution we should not heat BPA containers, again admitting that there 
is a problem. We strongly dispute the assertion that all the BPA is ‘tightly locked up’. 
The evidence is clearly otherwise. 
 
The Annex. 
 
In Paras1and 2 it says ‘Very small amounts’ are able to migrate over time’ and ‘It is 
possible that BPA might affect the hormone system’. 
BPA was developed in the 1930s as a synthetic oestrogenic pharmaceutical intended 
for the possible treatment of a range of obstetric and gynaecogical conditions, so 
there can be no doubt about its hormonal activity. A history of its development and 
uses over the past 120 years with summaries of 117 studies over the past 20 years is 
available at Timeline: BPA from invention to Phase-out (10)  
 
We know that endogenous hormones operate in our bodies at infinitesimally small 
levels- parts per million. billion or trillion. So too do hormonally active foreign 
substances. (5) (6) (7) (12) 
 
It says there is ‘no conclusive evidence’. What would the FSA accept as conclusive 
evidence?   
It is clear that we cannot have such evidence unless we set up illegal, immoral and 
impossible experiments with humans. We rely on the parallels between what animal 
studies are showing and what is being seen in human populations. It is clear that this 
should certainly call for the precautionary approach and the application of the 
principle that until safety is assured any process should be reversible. We should note 
that the TDIs you refer to are derived from animal experiments. 
Scientific research will present us with varying results because there are varying 
approaches and varying methods used to solve a problem. We should remember the 
adage that no evidence of harm does not necessarily mean evidence of no harm. This 
is of particular importance when there are conflicting research results and should call 
for healthy discussion, further research and precaution. (13) (14) (15)(16) 
 
In Para 4 we again have TDI established on the basis of it not causing any 
‘appreciable harm’ on the basis of the ‘available scientific evidence’. Could we have 
references for this evidence please? 
 
Para 6 says that the US FDA is carrying out further research. We are aware that the 
`US NTP and the NIEHS have admitted “some concern” and advocate further 
research. (3) (11) 
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Para 7. Yes indeed, some manufacturers will use the absence of BPA from their 
products as a marketing tool – and quite right too! But care is needed as some 
products claimed to be BPA free have been found to still contain some BPA and 
some are charging exorbitant prices for their products.  
 
We should note too that polycarbonate drinks containers are not the only source of 
BPA. It is one of the most widely used chemicals with a world annual production of 
2-3 million metric tonnes. 
 
We are very disappointed with the FSA’s reply and think there is still along way to 
go to match what science is telling us with the advice on which policy- makers act. 
 
Morag Parnell for WENS   27th August 2009 
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(1) The Environmental Group study commissioned research on umbilical cord blood 
www.ewg.org 
(2) WWF has conducted several small biomonitoring studies in many places including 
the UK. 
(3) The US government’s Centre for Disease Control and Prevention has been carrying 
out large-scale biomoniroring studies.  Part of a report on this says: “Scientists are 
concerned about BPA's behavioral effects on fetuses, infants, and children at current 
exposure levels, and whether it can affect the prostate gland, brain, and behavior. There 
is also concern about the impact of BPA on the mammary gland and early puberty in 
girls. BPA mimics and interferes with the action of estrogen—an important 
reproduction and development regulator. Studies have also linked BPA to miscarriages, 
insulin resistance (a risk factor for Type II diabetes), and increased formation and 
growth of fat cells (which can lead to obesity). A study published in October 2008 
found that cancer cells exposed to low levels of BPA were more resistant to 
chemotherapy”. www.cdc.gov  
(4) Published in Environmental Heath Perspectives 12th May 2009 by scientists from 
the US National Institutes of Environmental Health. See www.ehponline.org 
(5) www.endocrinedisruption.com This site gives a comprehensive review of the 
science of endocrine disruption and of foetal development. 
(6) The Endocrine Society Report at www.endo-
society.org/journals/scientificstatements  
A report published in June 2009 by scientists at the prestigious Endocrine Society. 
Includes data on BPA. Can be freely downloaded. 
(7) Our Stolen Future web site www.ourstolenfuture.org 
This site has a vast collection of current and archived published research on endocrine 
disruption. The EWG already referred to has a full history of the development of BPA 
at Timeline: BPA from invention to Phase-out at www.ewg.org/node/26291 
(8) A comprehensive list of individual published studies can also be found at the 
European Health and Environment Alliance’ Chemical Monitor at www.env-
health.org/ 
((9) In July 2008 FOE Europe criticized the EFSA’s decision to raise the tolerable 
exposure level and said that it was ignoring more than 180 studies showing the effects 
of low dose exposure in rats. 
(10) Available at http://www.ewg.org/node/26291 
(11) The US National Institute of Environmental Health Sciences at 
www.niehs.nih.gov gives an account of the official US position. 
(12) An 1998 interview with Professor Frederick vom Saal is posted at 
http://www.mindfully.org/Pesticide/Vom-Saal-Interview-PBS2jun98.htm 

        Frederick vom Saal of the University of Missouri Columbia is one of the world’s 
leading authorities on endocrine disruption and BPA in particular. In this extract from 
an interview in 1998 (and much more research since then has confirmed his findings), 
is a detailed description of his research and of the importance of understanding the 
effects of ‘staggeringly’ low dose exposures and of the similarities of the endocrine 
systems of all the animal species studied. He said: “Remember when we first did this 
and I was a post doctoral fellow, and my advisor and I looked at the hormone levels 
and said, ‘My God, these levels are so staggeringly small and the consequences are so 
immense it's amazing’. Even to biologists, it's amazing. But what you have is the entire 
field of toxicology thinking of a millionth of a gram of a hormone or a chemical as 



PE1089/U 

 5

being this staggeringly tiny amount, and to most people if I said there's only a millionth 
of a gram of it here you'd say, ‘How can it do anything?’ A millionth of a gram of 
estradiol in blood is toxic. The natural hormone is actually operating at something like 
a hundred million times lower than that. So when you have a physiologist thinking of a 
millionth of a gram, you have that physiologist thinking this is a toxic high dose. When 
you are raised in the field of toxicology you are looking at that from the other 
perspective of- my gosh, that's such a tiny dose, it couldn't do anything.” 

      (13) The Faroes Statement. This consensus statement was issued March 24, 2007, by the 
International Conference on Fetal Programming and Developmental Toxicity held May 
20-24, 2007, at Torshavn, Faroe Islands, which was attended by more than 200 
biologists, toxicologists, epidemiologists, nutrition researchers, and pediatricians. The 
conference was organized jointly with, and sponsored by, BCPT (the journal, Basic & 
Clinical Pharmacology and Toxicology); the World Health Organization; the European 
Environment Agency; the Centers for Disease Control and Prevention; National 
Institute of Environmental Health Sciences and National Institute of Child Health and 
Human Development, National Institutes of Health. The conference was co-chaired by 
Philippe Grandjean (University of Southern Denmark and Harvard School of Public 
Health) and Pal Weihe (The Faroese Hospital System).] 

      (14) WHO Report on the Effects of Chemical Exposures on Children: EHC 237. It 
includes recommendations for the protection of children’s health. 

       (15) The Prague Declaration on Endocrine Disruption (updated 2006) signed by more 
than 200 European Scientists includes:  

Europeans are exposed to low levels of a large number of endocrine disrupters, which 
can act in concert. Many of these chemicals, drugs or natural products are found in 
human tissues and in breast milk. Humans are exposed to these chemicals from very 
early on in their lives when the developing organism can be particularly sensitive. The 
existing safety assessment framework for chemicals is ill equipped to deal with 
endocrine disrupters. Testing does not account for the effects of simultaneous exposure 
to many chemicals and may lead to serious underestimations of risk. 

The current safety testing guidelines are based on reproductive effects, and thus do not 
take into account the deleterious effects of endocrine disruptors in other tissues. New 
test systems need to be developed to solve this shortcoming. 

In view of the magnitude of the potential risks associated with endocrine disrupters, we 
strongly believe that scientific uncertainty should not delay precautionary action on 
reducing the exposures to and the risks.  

 The challenges posed by endocrine disrupters require a long-term commitment to 
monitoring and research which is dedicated to characterising human and wildlife 
exposure and their mechanisms of action and interaction. This will help ensure better 
protection of the health of European citizens and the environment. 

       (16) The Paris Appeal “This Paris Appeal has been signed by numerous international 
scientists, Nobel Prize winners, around 1.000 European NGO’s, more than 50.000 
citizens. It has also been signed by the Standing Committee of European Doctors 
representing 2 million European doctors.” 


