
 
 Overview of the comments received during the 

public consultations on the BPA draft assessments 
of human exposure and  

health risks 
 

Anna F. Castoldi, Cristina Croera, Anne Theobald 
 

Follow-up  meeting on the public consultations on bisphenol A  
23 April 2014, Bruxelles 



Outline 

• Comment statistics 
• Overview of comments 
• Comments on draft exposure assessment 
• Comments on draft assessment of human health 

risks 
 

2 



Comment statistics 

Draft exposure assessment  
(247 comments, 28 parties) 

Draft assessment of health risks  
(245 comments, 41 parties) 
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National Agencies, Governmental Bodies 
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NATIONAL AGENCIES – GOVERNMENTAL BODIES Draft 
Exposure 

Draft 
Health Risks 

ANSES, FR √ √ 
Austrian Agency for Health and Food Safety, AT √ √ 
Danish EPA, DK √ √ 
Food Safety and Veterinary Office, CH √ √ 
Food Standards Agency, UK √ √ 
Foreign Agricultural Service,  US √ 
Health Canada - Food Directorate, CA √ 

Istituto Superiore di Sanità, IT √ 
National Service for Food Safety, Vet. and Plant Protection, GA √ 

Public Health England, UK √ √ 
REACH Belgian Competent Authority, BE √ 
RIVM, NL √ √ 
Superior Health Council of Belgium, BE √ 
Swedish Chemicals Agency, SE √ 
U.S. Food and Drug Administration, US √ √ 
TOTAL 9 14 



Associations 
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ASSOCIATIONS Draft 
Exposure 

Draft 
Health 
Risks 

Cosmetics Europe -The Personal Care Association √ 

European Metal Packaging (EMPAC), UK √ √ 
Food and Drink Federation (FDF), UK √ √ 
FoodDrinkEurope, BE √ √ 
German Medicines Manufacturers Association, DE √ 

North American Metal Packaging Alliance, Inc., US √ 
PlasticsEurope, BE √ √ 
PlasticsEurope Epoxy Resins Group √ 
PlasticsEurope PC BPA Group √ 
The Brewers of Europe, BE √ √ 
Union of European Soft Drinks Associations (UNESDA), BE √ 
Watercoolers Europe (WE), BE √ 
TOTAL 8 9 



NGOs 
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NGOs Draft 
Exposure 

Draft 
Health Risks 

Breast Cancer, UK √ √ 
ChemSec,  SE √ 
CHEM Trust, UK √ √ 
Danish Ecological Council, DK √ 
Environmental Health Sciences,   US √ 
IBFAN Convenor, FR √ 
IBFAN Italia, IT √ 
IBFAN Italia, on behalf of IBFAN Global WG on 
microbiological and chemical contamination 

√ 

Reseau Environnement Santé (RES), FR √ √ 

TOTAL 6 6 



Academia - Industry 

Academia: 
1. Stockholm University (SE) 
2. University of Massachusetts (US) 
  
Industry and Companies: 
1. Dow Deutschland (DE) 
2. Messagewright (UK) 
  
Citizens:  
1. Peter Weiss (UK) 
 

 

Academia / Research Organisations: 
1. Cincinnati Children’s Hospital (US) 
2. CNRS (FR) 
3. Stockholm University (SE) 
4. Technical University Denmark (DK) 
5. University of Antwerp (BE) 
6. University of Massachusetts  (US) 
7. University of Michigan (US) 
8. University of Pennsylvania (US) 
 
Industry and Companies: 
1. Bayer MaterialScience AG (DE) 
2. Messagewright (UK) 
3. SABIC Innovative Plastics BV (NL) 
4. UPM Raflatac (FI) 
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Draft exposure  
assessment 

Draft assessment of  
health risks 



Overview of comments 
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Praise - examples 

On draft exposure:  
“The report is well written and is a complete representation of 
the relevant, current literature.  
The tone is appropriate,.. the methods employed are well 
explained and adequately referenced” 
 
On draft health risks: 
“…impressive document” 
“EFSA’s approach is comprehensive, transparent and relies on a 
sound WoE. 
The hazard identification is thorough and well documented; it 
systematically applies clear study quality criteria to all 
relevant studies… 
The hazard characterisation is also scientifically sound… 
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Comments on 

Draft exposure assessment 
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Comments on dietary (oral) 
exposure 

• Up to 75 % occurrence data are from France. How 
representative is dietary exposure assessment for EU? 

• Why no probabilistic modelling? 

• Two scenarios used for estimation of the proportion of 
canned versus non-canned food in the diet  

• What is the impact of BPA concentrations reported for 
food of animal origin (meat) on the dietary exposure? 

• should oral exposure to thermal paper be taken into 
account (e.g. young children chewing supermarket 
receipts, or other sources of oral exposure)? 
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Comments on breast milk 

•  Scenario for exposure of infants in the first 5 days of life 
(level of BPA in colostrum milk and use of Japanese data, 
based on ELISA analysis) 

 
“The breastfeeding data of new-born babies are based on just one 
Japanese study (Kuruto-Niwa et al. 2007) that used the relatively 
non-sensitive ELISA screening method.  
Given the dominant impact of these data on the modeled 
exposure of new-born babies, one would preferably see these data 
being confirmed by test methods that are more sensitive than 
the ELISA test.  

12 



Comments on dermal exposure 

• Dermal absorption should be based on the outcome of 
OECD tests (Demierre et al., 2012 and Mörck et al., 2010 
rather than Biedermann et al., 2010) 

• Exposure to thermal paper for infants < 3 years should be 
estimated 

• Handling frequency for children > 3 years are based on 
assumptions without supporting data –> scenario is 
questionable  
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Comments on dermal exposure 

“An early report from the NIEHS/NTP (2013) study does not 
support significant internal exposures to BPA in cashiers 
handling BPA-containing receipts based on: 
 - undetectable levels of total or aglycone BPA in all blood 
samples from the cashiers both pre- and post-shift 
-no significant changes in urinary levels of BPA between pre-
shift and post-shift measurements.”   

14 

“The high degree of uncertainty about the magnitude of 
dermal uptake of BPA makes it premature to speculate 
about the extent of dermal exposure in a quantitative 
manner” 



Comments on cosmetics 

• EFSA should explain/comment the relatively high 
concentrations of BPA in cosmetics and personal care 
products that have been reported. 
 

• The present scenario was found to be 
underestimating exposure by some organisations 
 

• Only one publication for the EU is available. Can this 
be representative for EU? 

15 



Comments on TK / biomonitoring 

• “The opinion heavily relies on a single study by Teeguarden et al. 
(2011) which has been criticized as being flawed” 
 

• “We question why high levels of unconjugated BPA in serum 
observed in a range of human biomonitoring studies on 
pregnant women are disregarded as implausible based on 
knowledge about toxicokinetics from animal studies combined 
with theoretically assumed estimates of exposure.” 
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Other comments on approach / 
Uncertainty / Missing 

• Review methodology 

• Adding up exposure from sources with different 
magnitudes of uncertainty (higher for dermal 
estimates and lower for dietary intake estimates) is 
questionable 

• Missing exposure estimates: prenatal, occupational (e.g. 
cashiers), from medical devices (e.g. premature and 
vulnerable newborn infants) and dental sealants 

• No consideration of impact of sublingual route. 
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Comments on  

Draft assessment of human health risks 
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Comments on the approach to 
Hazard Assessment 
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• Weight of evidence (WoE)  
  - Some criticism on the way it was applied 

 

• Human Equivalent Dose (HED) 
 - Introduction of increased uncertainty 

 
• Benchmark Dose (BMD) modelling  
 - Remarks on BMDL calculations 

 



Comments on the WoE approach to hazard 
identification 

• Exclusion criteria, e.g. “7 in vitro studies….are simply discarded from the 
WoE analysis, PER SE, for being in vitro. We don’t agree on the (un)scientific 
rationale behind this criteria of selection”  
 

• Appraisal tool for study strengths / weaknesses:  
- Study evaluation criteria have not been classified as to their relative 

importance   
- How fulfilling the criteria translates to the judgement of reliability? 

 
• Using previous opinions as starting-points in the WoE, particularly in 

the case of risk assessments conducted according to different 
methodologies as a weighted starting point, may not provide a 
sufficiently comparable starting point for allowing valid analysis. 
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Comments on the WoE approach to hazard 
identification 

• “Unusual” classification system with 6 categories of 
“likeliness”: lack of a category for “inadequate evidence” (see 
IARC) different from  “as likely as not”.  
 

• Outcome of WoE Analysis 
– General agreement to mammary gland effects as “likely” 
– “Mammary gland effects have not actually been used in the 

risk assessment” 
–  Some criticism for NOT considering some other effects in 

animals as likely, e.g. neurodevelopmental,  metabolic 
and/or reproductive effects 
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Comments on the TDI 
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• Temporary 
 

• Proposed temporary value of 5 µg/kg bw/day 
Why not kept as before (50 µg/kg bw/day)? 
Why not lower? 

• Additional uncertainty factor for uncertainties? 
• Different critical endpoint and point of departure? 
• Uncertainty for combined effect with e.g. BPB, BPE, BPF, BPS 

 

• Is the TDI approach adequate for BPA (endocrine 
active substance, threshold dose, NMDR)?  
 



Comments on uncertainties 

• The conclusion that the t-TDI is protective for 
effects on mammary gland remains vague. 
 

• Unclear how the uncertainties for other effects / 
endpoints not brought forward to hazard 
characterisation have been taken into account in 
the risk assessment. 
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Way forward after public consultations 

What will EFSA do with your comments? 
Opinion (by Dec 2014) :   

• Revisions prior to final adoption by the CEF Panel 
 

EFSA technical report (by Dec 2014) 
• Annex listing all original comments in full, also 

disclosing the organisation‘s name  
• Overall summary of comments by topic & 

explanation of the actions taken with the rationale 
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Thank you for… 
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.. being here!!  
 

.. your comments and for sharing your views with us 
 

..and contributing to our work! 
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