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Consumer Awareness:  Personal Care Products Safety and Labeling
Lesson 4:     The Informed Consumer:  Risk Management, Science in

 Advertising, Consumer Advocacy, Ethical Dilemmas
Summary: 
The four activities of Lesson 4 can be incorporated separately at any point in the curriculum. Each activity could take a half or full class period.
Activity I.  
Are my cosmetics dangerous? Two philosophies of risk management



For high school.   Could be included with Lesson 3.


The class will be introduced to risk assessment and the Precautionary Principle and the controversies around those philosophies of risk management. Cosmetic regulations in the U.S. and Europe will be compared.  In small group and class discussions, students can weigh the safety issues and the safety evaluation process around three ingredients in cosmetics – parabens, phthalates, and nanoparticles.

Activity II.  
What, and who, should you believe?  Evaluating the science behind the advertising 



For high school.  For middle school with modifications.

In-class activity with optional homework activity involving research on the internet.

Could be included with Lesson 1.


As a class, students will discuss the importance of sources of information and talk about the criteria for evaluating scientific papers.  Individually, or in groups, students will identify information sources to refute or support the science behind statements in cosmetic product advertising.  For homework, students will use the internet to find and evaluate information sources.
Activity III. 
Speak Up!  Consumer advocacy



For high school and middle school.




Could be included with Lessons 1 and 3.


Students can express their views through letters to FDA, FTC, cosmetic companies, legislators, and newspapers and through presentations to their peers.
Activity IV.  
Difficult decisions and ethical dilemmas



For high school and middle school.




Could be included with Lesson 1 and 3.
Classroom discussions on ethical dilemmas will make use of an ethical decision-making framework model.

Lesson Objectives:

1. Students will appreciate the role of science in society – in policy decisions, marketing,
and public advocacy.

2. Students will discuss the basis of risk management and compare the philosophy between U.S. risk assessment practices and the Precautionary Principle.

3. Students will develop critical evaluation skills about the science underlying personal care product claims in advertising through identification of authoritative sources of information. 

4. Students will identify opportunities for becoming consumer advocates on cosmetic issues.
5. Students will employ a decision-making framework for discussions of ethical dilemmas.

Lesson 4, Activity I.    Are my cosmetics dangerous? 
                 Two philosophies of risk management
Summary:
Class lecture to introduce risk management, distinguishing the philosophies of risk assessment based on calculations vs. the Precautionary Principle. 


Students will read articles written from both points of view and complete a worksheet.


The risk management philosophies behind US and European regulations will be reviewed.

Activity Objectives:

1. Students will learn the process of risk assessment and the influence of scientific and societal concerns. 

2. Students will compare the philosophies and practice of U.S. risk assessment practices, the Precautionary Principle, and European regulations.

3. Students will critically read review articles around the safety issues for cosmetic ingredients and evaluate the risk management philosophy of the authors. 

Materials & Preparation for Activity I:


Homework for “Reading 1” prior to Activity I: 




Make copies of each of 3 FDA articles, S 4(I).1, .2, .3 (1/3 of class should



     be given each article)



Have students read 1 of 3 FDA articles, S 4(I).1, .2, .3



Copy and provide worksheet, S 4(I).5, one per student


Create overheads:  TG 4(I).1,
 Cosmetics make headlines



 
       TG 4(I).2,
 FDA and EPA actions




       TG 4(I).3 pg 1 and 2, Input to risk management




       TG 4(I).4 pg 1 and 2, Risk assessment




       TG 4(I).6,  Precautionary Principle




       TG 4(I).7,  Safety questions




       TG 4(I).8,  Safety worksheet, questions 1-3




       TG 4(I).9,  Safety worksheet, questions 4-8




       TG 4(I).13, Organizations




       TG 4(I).14,  EWG sum




       TG 4(I).17 pg 1 and 2, Cosmetic regulations


For “Reading 1”, copy article, “Much more than skin deep” S4(I).4 – one per student


For “Reading 2”, copy articles S 4(I).6, and .7 and the worksheet S (I).8 – 1 per student

Engagement:   
Cosmetics chemicals have made the news because of their potential role

as health hazards and pollutants of the environment.









        OH TG 4(I).1

a. Cosmetic ingredients that some consider to be health risks are in our cosmetics

b. There is concern about chemicals, some of which are found in cosmetics,

 accumulating in our bodies.

c. Cosmetic chemicals are being found in bodies of water.

d. The Washington state legislature has considered laws to regulate chemicals,

including those found in cosmetics

e. Dangerous ingredients are in imported toothpaste

       (See R4(I).1 for websites to complete news articles)
Do these stories represent inflammatory scare tactics or is there a problem?

Who is responsible for the safety of cosmetics?

The U.S. Food & Drug Administration (FDA) - specifically the Center for Food 

Safety and Applied Nutrition (CFSAN) – oversees multiple aspects of cosmetic 

use and safety. 






       OH TG 4(I).2
The FDA has authority to take action against unsafe products:
       

Ban or restrict ingredients due to safety concerns


Issue warning letters and implement recalls (working with the manufacturer)


Require warning labels on products


Prosecute violators 

The Environmental Protection Agency (EPA) is another government agency that 

has jurisdiction over chemicals, some of which become ingredients in cosmetics. 

Through authority from the Toxic Substances Control Act (TSCA) of 1976 

the Environmental Protection Agency can:


Evaluate new compounds for safety and environmental effect before 



marketing

Require toxicity testing

Ban products or use of unsafe chemicals

Set the limits on chemicals in the environment.



So, if we have laws in effect and agencies implementing them, why is there 

concern about cosmetic safety?

Risk Management

People may agree that we should minimize risks to people and the environment - but 

they have different opinions as to how to achieve that goal.

OH TG4(I).3 pg 1

The process of establishing safe levels of chemicals is called risk management.
It is not easy setting limits on personal chemical exposure or limits on what 

can be dumped and allowed to accumulate in land, air or water. 

Science may provide some initial data to make risk assessments but economics, 

current regulations, politics, and public opinion also play a role. The process of risk management is complicated and controversial.  There are ethical, legal and social

aspects to public health policy and practice.

Currently there are two different philosophies or strategies for risk management,

which have been summarized as:




OH TG 4(I).3 pg2

“Safe until proven toxic” vs. “Better safe than sorry”


Risk assessment based on toxicology  data vs. priority on prevention of harm

These two philosophies divide people within our society but also pit countries

against each other.  The US regulations are based on risk assessment calculations 

but regulations in the European Union favor the precautionary principle.

Risk Assessment Process

So let’s talk about the risk assessment process and then we’ll define the precautionary principle.









                (review TG3.7b)

Remember from our discussion on the principles of toxicology, that risk is the 

likelihood of harm under defined circumstances.  To determine risk or the potential

for harm, you have to know the hazard level of the compound, the dose-response relationship, and the expected exposure levels.

Determining safety levels for an entire population is complex and requires the 

use and analysis of all available scientific data based on principles of toxicology.  












1.  4-step Safety Evaluation Process



          TG 4(I).4, page 1








(more details TG 4(I).5)

2.  Using dose & response data from animal studies, dose-response curves are generated.  Dose-response curves for multiple adverse effects, varying routes of exposure, and in different populations, need to be compared.  Scientists determine 

the highest concentration of a compound that gives no observed adverse effect.

(NOEL or NOAEL – no observed adverse effect level).











           TG 4(I).4, page 2
3.  To provide a safety buffer, the “acceptable daily intake” is set at 1/1000

of the NOAEL level.  This provides a safety buffer in case of improper use

or individual sensitivity.

In most cases, we do not have all of the data necessary to make a precise calculation of

risk.  Many needed toxicity tests haven’t been done for all chemicals, at all doses, and for sub-populations of people (babies, elderly, pregnant, sick).  

For cosmetics, the FDA has not defined “safe” nor specifically identified the 

safety tests that need to be done.

The process is more than just assigning toxicity assessment numbers.

4. A cost / benefit analysis is also done:  It may cost $5,000 for a company to find an alternative ingredient for their lotion formulation, but $5 million in health care costs might be saved over 10 years because fewer people have to go to the doctor because of 

severe allergic reactions or there are fewer cases of cancer attributed to that ingredient.

5.  A risk / benefit analysis is done.

A cosmetic ingredient (for example, a preservative) that will be beneficial

to many people, may cause severe allergic reactions to 1 in 10,000.  Does

the benefit for many out-weigh the risk in a few people?

Our understanding of potential risk changes as chemicals or ingredients get used over

longer periods of time and by more people. 

Probability calculations and mathematical extrapolations from the data are used, 

as well as assumptions which may be subjective.  

Risk assessment is an attempt to prioritize and help with policy decision making.

Precautionary Principle

People have different perspectives on risk.




One view, as we just talked about, is to base risk, and policy, primarily on scientific data that proves health risk.  “Safe until proven toxic.”

Another view more aligned with a “Better safe than sorry” philosophy is known

as the “Precautionary Principle”



                     OH TG 4(I).6
“When an activity raises threats of harm to human health or the environment, precautionary measures should be taken even if cause-and-effect relationships 
are not fully established scientifically.”
Key Issues:  listed on TG 4(I).6
A key point:  The Precautionary Principle should apply when there is the threat 

of harm and there is scientific uncertainty.  There should be an assumption of harm

until companies prove the ingredient/chemical is safe.

Unanswered Safety Questions

Cosmetics are an area where public opinion is very divided on what is an

acceptable risk for cosmetic ingredients.

There is concern that ingredients have not been adequately tested for 

use in cosmetics or under the conditions in which cosmetics are used.       OH TG 4(I).7

Student Readings and Evaluations

READING 1:  Three FDA website articles on cosmetic ingredients (parabens, phthalates, nanoparticles) are provided.  One or more could be given to each student the day before class as homework, along with the worksheet.  Small group discussions with readers of each FDA article represented should share their answers to questions 1-3.  In a  class discussion (of questions 1-3), small group representatives would share opinions about the safety of the ingredients/compounds.


       In class, after reading and discussing the FDA articles, students could read “Much more than skin deep” and complete worksheet questions 4-8.


The FDA articles are examples of risk assessment based on toxicology and the breast cancer article is representative of the precautionary principle.  A second round of small group discussion about the safety of parabens, phthalates, and nanoparticles would focus on questions 4-8 and whether the students’ opinions of safety changed.



The FDA’s website has safety information about some cosmetic



ingredients that consumers have been concerned about.


Each of you have a copy of at least 1 article from FDA

(3 different articles are provided)

Parabens, phthlates, nanotechnology



        
  S 4(I).1-3


Take time to read your article(s) and answer the questions



on the worksheet, “Safety from Multiple Viewpoints” 

                 S 4(I).5
You each have a handout of the article “Much More than Skin Deep” 

 which discusses the link of breast cancer risk with cosmetics.

     S 4(I).4
It incorporates views of both philosophies on risk assessment, 

[although it does have a bias].

Small group discussions, then class discussion after reading FDA articles

Safety from Multiple Viewpoints, questions 1-3

      OH TG 4(I).8
Class discussion after reading skin deep article


Safety from Multiple Viewpoints, questions 4-8

      OH TG 4(I).9





                   



     key TG 4(I).10









    background TG 4(I).11

READING 2:  


Two articles are provided that present different points of view on the finding of lead in lipsticks.  













S 4(I).6 and .7


These articles can be read as homework or in class.  The accompanying worksheet can be 
           S 4(I).8

completed in class or as homework.  The questions and answers can be discussed in small


groups or with the entire class.  Alternatively, students could be assigned to represent the different groups and 


present their views after doing more research on the issues relevant to their group/organization.













key TG 4(I).12
From this discussion, you should recognize the importance of critically 

reading news articles to identify sources of information and any bias.

Recognizing that you are reading statements and conclusions based on the precautionary principle or on toxicology data is important in deciding your

view of cosmetic safety.

Scientists and scientific organizations don’t agree on the safety of chemicals and other ingredients in cosmetics because of different views on the likelihood of risk. 

Both as individuals and as a society, we have to find a balance between acceptable 

risk and regulatory oversight.  




      OH TG 4(I).13
Who should provide the regulatory oversight is another disputed topic.

Organizational Endorsement

As soon as you begin reading cosmetic safety articles, you will recognize 

several organizations frequently quoted as primary sources of safety information.


Speaking for Risk Assessment Calculations


     OH TG 4(I).14

Speaking for the Precautionary Principle

Several organizations are international and have influenced policy and law

in the US and Europe, partly through consumer awareness and advocacy.  

Environmental Working Group and Campaign for Safe Cosmetics


are the most well known and often quoted.



   OH TG 4(I).15

The Environment Working Group is a nonprofit, nonpartisan organization 

based in Washington D.C. and California that is involved with environmental 

investigations. (www.ewg.org)  They have scientists, engineers, policy experts, 
lawyers and computer programmers involved in their investigations, which included cosmetic ingredient safety in 2004.




    OH TG 4(I).16
1. They are responsible for establishing a web-based searchable database of 

cosmetic ingredient and product safety ratings, called Skin Deep.  

2. They did a survey in 2004 which looked at frequency of cosmetic use and 

highlighted the use of “known or probable” carcinogens in cosmetics.

3.  They have petitioned companies to pledge to stop using ingredients

that potentially cause cancer, birth defects and other problems.  The 

companies initially impacted were those with products sold in Europe.

Regulations

Because of the importance of international commerce, laws in Europe 

affect industries in the US.





OH TG 4(I).17 pg 1


No guidelines for animal safety testing yet


Nanotechnology Task Force recommended studies but no new regulations.


California Safe Cosmetics Act went into effect Jan. 2007.


Washington state discussed a similar law in Feb. 2007 but it didn’t get



out of committee.
Laws in the European Union are more restrictive about the use
OH TG 4(I).17 pg 2
of animals for safety testing of cosmetic ingredients and more restrictive 

about chemicals that have potential safety risks.

These laws are driving the push for developing alternatives to animal tests.

The EU’s laws will become the standard for US products which worries

some companies but pleases consumers and environmental groups 

promoting the precautionary principle.

Optional Homework Activities:



a.  Ask students to find recent newspaper articles about cosmetic safety.  They should 

find and evaluate the primary data presented in the news article and identify the viewpoints 
of the author(s).



b.  Follow-up on recent actions by state legislatures that relate to personal care 

product safety.

Resources:  (yellow pages)

Headline websites


R 4(I).1

Precautionary Principle refs

R 4(I).2

Lesson 4(I) Resources


R 4(I).3


 

“Cosmetics and Personal-Care Products: Avoiding Bodily Harm


Washington Toxics Coalition, 7/2005

www.watoxics.org/publications >Personal Care

“Exposures Add Up – Survey Results”


Environmental Working Group


www.cosmeticsdatabase.com/research/exposurese.php
“Executive Summary”, Environmental Working Group, 2005

“A Perspective on the Safety of Cosmetic Products:  A Position Paper of 

             The American Council on Science and Health”.  Gilbert Ross; 

             Int J Tox 25:269-277, 2006.

COSMETICS  MAKE  THE  HEADLINES:

Group claims too much lead in some lipsticks
Seattle Post-Intelligencer, 10-12-07

Does your makeup need a nontoxic makeover?
The Seattle Times, 7-1-07

Much more than skin deep

[cosmetic chemicals related to breast cancer]
New York Daily News, 10-1-06
People in toxics test alarmed to see what is inside them

The Seattle Times, 5-24-06

Down the drain:  Chemicals from personal care products 
polluting SF Bay
EWG, Oakland, CA, 7-10-07

State mulls cosmetic safety

The Seattle PI, 2-20-07

China bans toxic chemical in toothpaste

The Seattle Times, 7-12-07

Food & Drug Administration (FDA)

Center for Food Safety and Applied Nutrition  (CFSAN)

Food Drug and Cosmetics Act, 1938



Potential Actions:

· Ban or restrict ingredients due to safety concerns

· Issue warning letters and implement recalls 

(working with the manufacturer)

· Require warning labels on products

· Prosecute violators
The Environmental Protection Agency (EPA)

Toxic Substances Control Act, 1976


Potential Actions:

· Evaluate new compounds for health and environmental effects before they go on the market.

· Require chemical manufacturers to conduct toxicity tests

· Ban production or use of unsafe products

· Set limits for compounds in the environment





    Regulations
[image: image33.png]mmmmm
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RISK MANAGEMENT
Minimize Risk to

People and the Environment

Regulations

   Economics












     Public Opinion








        Politics



RISK MANAGEMENT
Minimize Risk to

People and the Environment


“Safe until proven toxic”
           ≠

“Better safe than sorry” 

Risk Assessment Calculations


Precautionary Principle
      “NOAEL”



      (Focus on preventing harm)


    &
      Cost / Benefit Analysis




            United States



 European Union






How are “safe” ingredient or chemical levels determined?

Risk Assessment: 
1. Four step safety evaluation process:

(1) Hazard Identification:  review safety research data

(2) Exposure Assessment:  determine how substances will be used

(3) Additional Safety Testing:  

i. Cosmetic specific tests

ii. Short and long-term exposure tests

(4) Risk Characterization

i. Cumulative exposure

ii. Inadvertent (secondary) exposure

iii. Establishment of acceptable exposure levels

2. Dose-Response Curves

Use  animal dose-response data to determine the dose that   

shows no observed adverse effect level  (NOAEL or NOEL) under

multiple conditions of exposure.



Graph source:  aquaticpath.umd.edu/appliedtox/dose-response.pdf 
Risk Assessment: 
3.   NOAEL / 1000  =  “Acceptable Daily Intake” (ADI)
(recommended safe level)

Incorporates a safety margin to account for product misuse and individual susceptibility

Compare calculated ADI from many different studies testing


exposure routes, duration, frequency, different populations

Through hazard identification and exposure assessment a risk characterization is developed.

4.   Perform a cost / benefit analysis

Cost vs. Benefits:  
To manufacturers





To consumers





To the environment





To the US economy





To US trade

5.  Perform a risk / benefit analysis
Risks vs. Benefits:
To manufacturers





To consumers





To vulnerable populations





To the environment





To the US economy

Involves: 
Probability calculations


Mathematical extrapolations


Assumptions

Safety Evaluation Process

1.  Hazard Identification:  review safety research

Review of existing information: 

libraries, government’s Freedom of Information Act, data bases, industry publications


Structure-activity modeling and extrapolation from existing compounds


Identify data gaps

2.  Exposure Assessment:  determine how substance will be used


Characterize anticipated use patterns:  

Exposure routes, levels, durations


Information from dermal absorption in animal models



Skin penetration rates:  mice > rats > humans = Yorkshire pigs


Estimates of total exposure levels:  food, water, inhalation, multiple cosmetics

3.  Additional Safety Testing – to fill data gaps

Use in vitro, animal and human studies when new information is required


:Cosmetic-specific tests:



Dermal irritation



Dermal sensitization (allergic reaction)



Dermal penetration



Acute oral toxicity



Ocular irritation



Short and long term exposure tests


Numerous perspectives and methodologies to obtain acute and chronic effects



Reproductive and developmental toxicity



Respiratory toxicity, carcinogenicity

4.  Risk Characterization


Based on hazard identification and exposure assessment



Including cumulative exposure and inadvertent (secondary) exposure

Establishment of acceptable exposure levels with a margin of safety

The recommended save level (Acceptable Daily Intake), based on the risk characterization, usually includes an adequate margin of safety to account for product misuse and individual sensitivity.

References:

a.  Ross, Gilbert.  A Perspective on the Safety of Cosmetic Products: A Position Paper of The American Council of Science and Health.  Int J of Tox 25:269-277, 2006.

b.  Personal Care Product Council. The Science of Product Safety.  http://www.cosmeticsinfo.org/product_safety.php

What is the Precautionary Principle?

“When an activity raises threats of harm to human health or the environment, precautionary measures should be taken even if cause-and-effect relationships are not fully established scientifically.”

1998 Wingspread Statement on the Precautionary Principle

“The Precautionary Principle in Action – a Handbook”

http://www.watoxics.org/issues/precautionary-principle/information/?searchterm=Precautionary%20Principle

"The Precautionary Principle asserts that the burden of proof for potentially harmful actions by industry or government rests on the assurance of safety and that when there are threats of serious damage, scientific uncertainty must be resolved in favor of prevention.”

http://www.watoxics.org/issues/precautionary-principle/information/?searchterm=Precautionary%20Principle

ISSUES:

· Prevention of harm should be a higher priority
· The current risk assessment and management processes are 
slow and cumbersome – they deal with one chemical at a time, 

instead of classes of compounds

· There should be a focus on safer alternatives of a product or action

· The burden of proof of safety should fall on the initiator [manufacturer]

· EPA has limited effectiveness under our current regulations

· The public should be involved in the decision-making process
Unanswered Safety Questions for Cosmetic Ingredients

Standard animal safety tests may not test relevant conditions

a. Small amounts over long periods of time
b. Accumulated effects from multiple products being used at once

The average adult uses 9 personal care products daily.

24% of women and 1% of men use at least 15 products daily.


Environmental Working Group


www.ewg.org/reports/skindeep/report/executive_summary.php
c. Special populations or conditions of use



Infants, children, elderly, pregnant women



Damaged skin

Safety from Multiple Viewpoints
After reading the FDA articles on   

Parabens, Phthalates, or Nanotechnology

1. What is the function of the ingredient/compound in cosmetics?

Parabens:

Phthalates:
Nanoparticles:
2. What evidence was given for the safety of the ingredient/compound?

3.   Were you convinced of the ingredient’s safety?  Give 2 reasons for your position.

Safety from Multiple Viewpoints
Answer the following questions after reading, “Much more than skin deep.”

4.  What evidence was given for the safety concerns about parabens, phthalates, and nanoparticles?

5. Do you have any questions about the information in the article?  Would you like more information on any topic?

6.  Identify at least two statements in the article that are representative of the

     Precautionary Principle.

7.  Based on the information in “Much more than skin deep”, list people or organizations  who would be likely to favor (a) or (b) below.

(a) Risk Assessment (based on toxicology studies and extrapolations)

(b) the Precautionary Principle

8.  What is your preferred strategy of risk management for these compounds?  (Risk assessment or Precautionary Principle)  Defend your answer.

Safety from Multiple Viewpoints
Name: _______________________________ Period:_________  Date: _____________

Which FDA article did you read:   Parabens, Phthalates, or Nanotechnology

3. What is the function of the ingredient/compound in cosmetics?

Parabens – antibacterials, preservatives

Phthalates – plasticizers in nail polish & hair sprays, fragrance fixatives

Nanoparticles – sunscreens were mentioned, other uses possible

4. What evidence was given for the safety of the ingredient/compound?

Parabens: reviews by CIR, studies in toxicology journals

Phthalates:  studies or reviews by CIR, FDA, CDC


Nanoparticles:  no evidence given;  studies are needed

3.   Were you convinced of the ingredient’s safety?  Give 2 reasons for your position.


Possible answers:  

Yes, because studies by government or scientific organizations were cited.


Yes, reviews were done multiple times


No, nanoparticle studies haven’t been done (or weren’t cited)


No, some of the CIR reviews were done too many years ago

Answer the following questions after reading, “Much more than skin deep.”

4.  What evidence was given for the safety concerns about parabens, phthalates, and nanoparticles?


Studies were mentioned but direct references were not given


It is stated that there is no direct cause-effect link, only association

5. Do you have any questions about the information in the article?  Would you like more information on any topic?



More information needed on the actual Vassar study design and data 



Study results that show unsafe levels of parabens, phthalates, nanoparticles



More information on how “risk” of breast cancer translates into cases of cancer



What compounds were included in California’s Proposition 65?



Study design and data from the study that found parabens in breast tumors



What size particles actually penetrate skin?

6.  Identify at least two statements in the article that are representative of the

     Precautionary Principle.

… evidence may not be as definitive as some would like, but there are some strong associations…
… an ingredient suspected of causing…

… there are strong scientific suspicions that some of the chemicals used…might increase your risks…

… all these chemical exposures have at least the potential to impact developing breast tissue."…

… chemicals to breach the skin's barrier has at least the potential to do us harm…

… there is no cause-effect and no direct link established…

… consumers must proceed with caution…

7.  Based on the information in “Much more than skin deep”, list people or organizations  who would be likely to favor (a) or (b) below.

(a) Risk Assessment (based on toxicology studies and extrapolations)

Cosmetic companies


Personal Care Products Council (formerly CTFA)

(b) the Precautionary Principle


Dr. Janet Gray, study director, Vassar College scientist,

Dr. Julia Smith, director of the Lynne Cohen Breast Cancer Preventive Care Program


Consumer and health groups


Campaign for Safe Cosmetics


California legislators


Environmental Working Group


Unspecified researchers

8.  What is your preferred strategy of risk management for these compounds?  (Risk assessment or Precautionary Principle)  Defend your answer.


Risk assessment:



It is based on scientific data



Less speculative



It has worked well up to now


Precautionary Principle



Prevention of harm is a high priority.



The current system is too slow and influenced too much by industry.



Industry won’t look for alternative ingredients unless they have to

CONTROVERSIES in COSMETIC SAFETY

Potential cancer-causing agents in cosmetics

 “1 of every 120 personal care products on the market contains ingredients that are known or probable human carcinogens” – from Environmental Working Group survey, 2004, 

Claims by groups such as Environmental Working Group “rarely include scientific support and specific references …many claims are generic in nature without specific reference as to their scientific basis”. – American Council on Science and Health, 2006

The concentration, duration and routes of exposure used in hazard testing must be compared to the concentration, duration and routes of exposure during human use.


References:
www.cosmeticsdatabase.com/research/exposures.php



International J of Toxicology 25:269-277, 2006.

Nanoparticles in cosmetics and over-the-counter sunscreens

More than 200 personal care products containing nanomaterials are on the market.



Feb. 2008, www.nanotechproject.org/inventories/consumer/analysis_draft/

Physical and chemical properties of nanoparticles can be quite different from those of larger particles of the same substance.

Because of their size, nanoparticles are more readily taken up by the human body than larger sized particles.

There is no legal requirement for manufacturers to conduct new safety tests on nano-scale ingredients.

There is no requirement for manufacturers to indicate the inclusion of nanoscale ingredients on product labels.

References:  
www.foe.org;  Friends of the Earth




www.royalsoc.ac.uk;  The Royal Society, UK, 2004




www.fda.gov/nanotechnology/nano_tf.html




www.nanotechproject.org

Phthalates in cosmetics

Phthalates are a class of chemicals found in many products, particularly plastics.  This class of chemicals has been linked with reproductive or developmental effects.  

DEP (diethyl phthalate) is common in fragrances, but not listed on labels.

DBP (dibutyl phthalate) is usually found in nail polish.

There is controversy regarding the risk to humans based on the interpretation of the results of numerous animal and human studies.

References: 
www.cfsan.fda.gov/~dms/cos-phth.html



www.phthalates.org



www.breastcancerfund.org/site/pp.asp?c=kwKXLdPaE&b=1598645
Lead in Lipsticks – What do you believe?

Name:  __________________________ 

 Period:  _________  Date:  ______________

Questions to be answered before reading the articles.  Circle your answer.

1.  Do you generally believe the safety statements made by cosmetic manufacturers?   
Yes   No   

2.  Do you generally believe government regulators are unbiased?

         
Yes   No   

3.  Do you generally believe statements from special interest groups?

         
Yes   No   


You may find that students find it hard to say Yes or No – they may prefer to answer “sometimes”.  This should help students realize that they have biases about organizations that may color their perceptions about information received from those organizations.

Read the following articles and then answer questions 1-5. 



“Group claims too much lead in some lipsticks”


“Science group calls lead in lipstick scare unfounded”

1.  Identify groups/organizations in the articles that support, or don’t support, the claim that there is too much lead in lipsticks.  Indicate whether you think the group is biased or unbiased.

Supporters



Members in the group


         Biased or Unbiased?

a.  Campaign for Safe Cosmetics
coalition of women’s, public health, labor,
Biased






environmental health & consumer groups

b.  Bodycote Testing Group

scientists, businessmen



Unbiased

c.  Senators



policy makers




?

Non-Supporters



Members in the group


         Biased or Unbiased?

a.  L’Oreal



cosmetic manufacturers, scientists,

Biased






businessmen

b.  FDA




government scientists, policy makers

Biased

c.  ACSH



scientists from industry 



Biased ?

2.. What further information would you like in order to evaluate the claim?


How was the study conducted?  Are there more details about the results?  Students should go to the Safe Cosmetics website.  There are some details about the inconsistencies of lead levels in certain products that are important to know.


More information about lead toxicity


Information about general lipstick usage and amounts that get ingested


Are these results consistent when more lipsticks are tested?


What other colors are a problem?


What are the laws regulating lead in food, besides candy?

3.  Do you believe the candy analogy is appropriate?  Explain your answer.


Each person’s idea about the amount of lipstick that gets applied and ingested may be the key to a person’s answer.

4.  What are the issues to be considered when doing a risk/benefit analysis for women who use lipstick?


Risks:  How much lead is one actually getting?




What brands and colors of lipstick are used?




How often and frequently within a day is lipstick applied?




Does one bite or lick their lips often?



Does lead get passed to others from kissing or shared utensils/dishes?



Are the alternative lipstick formulations less safe?


Benefits:



Psychological benefits of feeling more attractive



Lips are kept moist

5.  Do you believe there is too much lead in lipsticks?   Defend your answer.


There should be a discussion of personal risks and benefits based on amount of use.


There should be some discussion of risks and benefits to society.


There could be reluctance to decide until more facts are known or larger studies completed.




      BALANCING ACT

Acceptable



  
Regulatory
  Risk




  
Oversight




WHOSE OVERSIGHT?

Government

vs


Industry
Regulation



Self-regulation




   PROS

Uniform for all



Act quickly

Public protection



Respond to changes








Self-police its members





      CONS

Stifles innovation



No mandatory compliance

Slow to enact or change

Serve own interests
Organizations and Individuals Speak Out

Speaking for Risk Assessment Calculations & Analyses




Food and Drug Administration  (FDA)




Personal Care Products Council (PCPC)

Formerly Cosmetic, Toiletry and Fragrance Association  (CTFA)




Cosmetic Ingredient Review  (CIR) board




American Council on Science and Health




Environmental Protection Agency  (EPA)




American Chemistry Council

Consumer Federation of America




Cosmetic companies




Chemical companies




Scientists

Speaking for the Precautionary Principle




Environmental Working Group (EWG)

Campaign for Safe Cosmetics

Breast Cancer Fund

Toxics Free Legacy Coalition

Washington Toxics Coalition

Silent Spring Institute

Friends of the Earth

Scientists

Environmental Working Group

Cosmetic Safety Activities

1.  Skin Deep: A Safety Assessment of Ingredients in Personal Care Products 
http://www.safecosmetics.org/your_health/skindeep.cfm

http://www.cosmeticdatabase.com/index.php?nothanks=1

      Methodology for safety ratings:


http://www.cosmeticdatabase.com/about.php

      Research and articles by EWG


http://www.cosmeticdatabase.com/research

· Searchable, web based personal care product safety guide  

· 23,196 products;  6,830 ingredients;  1,593 brands

· Safety rankings given by brand and product

· Products are ranked on their known and potential health risks and absence of basic safety evaluations

· Hazard score – based on toxicity scores, 15 weighting factors, skin permeability

· Data gap score – a measure of the availability of safety data

· Toxicity and regulatory data (for 1,370 unique chemicals) was pooled from 50 databases and sources from government agencies, industry panels, academic institutions and other credible bodies

NOTE:


It is an implied or calculated potential for harm.


Not a comparison of specific toxic levels to consumer exposure levels from cosmetics

2.  Personal Care Product use Survey


http://www.cosmeticsdatabase.com/research/exposures.php

· A 2004 survey of 2,300 people revealed frequency of cosmetic use.

· Exposure to known or probable human carcinogens through cosmetics was highlighted.

3.  The Campaign for Safe Cosmetics 
      http://www.safecosmetics.org/your_health/skindeep.cfm
· A coalition of public health, educational, religious, labor, women's, environmental and consumer groups.  EWG was a founding member.

· The goal is to protect the health of consumers and workers by requiring the health and beauty industry to phase out the use of chemicals linked to cancer, birth defects and other health problems, and replace them with safer alternatives.

· Cosmetics and personal care products companies are asked to sign the Compact for Safe Cosmetics (Compact for the Global Production of Safer Health and Beauty Products), a pledge to remove toxic chemicals and replace them with safer alternatives in every market they serve.

·     As of May 2007, more than 500 companies have signed the compact.

Environmental Working Group

Research
http://www.cosmeticdatabase.com/research/

The website has links to the complete articles.

1. Why This Matters – Cosmetics and Your Health

2. Safety Guide to Children’s Personal Care Products

3. Sunscreens:  What Works and What’s Safe

4. FDA Fails to Protect Consumers

5. Cosmetics with Banned and Unsafe Ingredients

6. EWG Petition to FDA

7. Top 20 Brands of Concern

8. Top 20 Companies of Concern

9. Top Ingredients and Products of Concern

10.  Compact for Safe Cosmetics Signers

11.  Safety in the Hands of the Cosmetics Industry

12.  Exposures Add Up – Survey Results

13.  Alpha Hydroxy Acids (AHAS), Beta Hydroxy Acids (BHAS), and Skin Cancer

Cosmetics Regulations

UNITED STATES
FDA:   

In 2005, FDA stated it would be developing guidelines for cosmetic safety testing.

[Still not available as of 1/08]

In July 2007, the completed Nanotechnology Task Force report recommended 

requesting safety information from manufacturers,

the development of a regulatory pathway and guidance to manufacturers,

improved knowledge about nanotechnology and the tools for evaluating it.

(http://www.fda.gov/nanotechnology/taskforce/report2007.pdf)

California:    Effective January 2007

California Safe Cosmetics Act requires cosmetic manufacturers to
a.   tell the state which ingredients in their products are known to cause cancer or birth defects and 

b. identify harmful ingredients in flavors and fragrances.

Authorizes the state to investigate the health impact of these chemicals.

Washington:  


Washington Safe Cosmetics Act, February 2007


Modeled after California’s law.  It failed to get out of committee by one vote.

(http://apps.leg.wa.gov/billinfo/summary.aspx?bill=2166&year=2007#history)


Children’s Safe Products Act, signed into law April 2008

Includes cosmetics intended for children under the age of 12;


Sets new levels of lead, cadmium and phthalates in children’s products


Manufacturers must report chemicals in products to Dept. of Ecology


            Dept. of Ecology must identify chemicals of concern, products and policy recommendations


(http://apps.leg.wa.gov/billinfo/summary.aspx?bill=2647&year=2007)

Cosmetics Regulations

EUROPEAN UNION
By 2009, cosmetic products with ingredients that have been tested in animals will not be allowed on the market if there are validated alternative tests.

2009 – alternative tests for acute toxicity and topical effects (allergic reactions) are needed

2013 – alternative tests for more complex endpoints are needed

“Validated” = scientifically sound, reproducible, relevant results

Cosmetics Directive (76/768/EEC)

As of September 2004, EU has banned the use of chemicals known or suspected of being carcinogens, mutagens or reproductive toxins in cosmetic products.


>1000 products currently banned in cosmetic products in EU


       10 products currently banned in cosmetic products in US

REACH (Registration, Evaluation, and Authorization of Chemicals)

By Jan. 1, 2009, manufacturers of high volume chemicals are required to 

a) register chemicals in EU data base, 

b) provide safety data about chemicals they produce before marketing,

c) use suitable alternatives to dangerous chemicals when available

The EU can ban especially hazardous chemicals.

Law will be phased in over 11 years.

http://ec.europa.eu/environment/chemicals/reach/reach_intro.htm
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Parabens
FDA has received a number of inquiries on the safety of parabens as used in cosmetics. The following information is intended to answer questions on this subject.

What are parabens?

Parabens are the most widely used preservatives in cosmetic products. Chemically, parabens are esters of p-hydroxybenzoic acid. The most common parabens used in cosmetic products are methylparaben, propylparaben, and butylparaben. Typically, more than one paraben is used in a product, and they are often used in combination with other types of preservatives to provide preservation against a broad range of microorganisms. The use of mixtures of parabens allows the use of lower levels while increasing preservative activity.

Why are preservatives used in cosmetics?

Preservatives may be used in cosmetics to protect them against microbial growth, both to protect consumers and to maintain product integrity.

What kinds of products contain parabens?

They are used in a wide variety of cosmetics, as well as foods and drugs. Cosmetics that may contain parabens include makeup, moisturizers, hair care products, and shaving products, among others. Most major brands of deodorants and antiperspirants do not currently contain parabens.

Cosmetics sold on a retail basis to consumers are required by law to declare ingredients on the label. This is important information for consumers who want to determine whether a product contains an ingredient they wish to avoid. Parabens are usually easy to identify by name, such as methylparaben, propylparaben, butylparaben, or benzylparaben.

Does FDA regulate the use of preservatives in cosmetics?

The Federal Food, Drug, and Cosmetic Act (FD&C Act) does not authorize FDA to approve cosmetic ingredients, with the exception of color additives that are not coal-tar hair dyes. In general, cosmetic manufacturers may use any ingredient they choose, except for a few ingredients that are prohibited by regulation. However, it is against the law to market a cosmetic in interstate commerce if it is adulterated. Under the FD&C Act, a cosmetic is adulterated if, among other reasons, it bears or contains any poisonous or deleterious substance which may render it injurious under the labeled conditions of use, or under customary or usual conditions of use. For more on this subject, see FDA Authority Over Cosmetics and Key Legal Concepts: "Interstate Commerce," "Adulterated," and "Misbranded."
Are there health risks associated with the use of parabens in cosmetics?

The Cosmetic Ingredient Review (CIR) reviewed the safety of methylparaben, propylparaben, and butylparaben in 1984 and concluded they were safe for use in cosmetic products at levels up to 25%. Typically parabens are used at levels ranging from 0.01 to 0.3%.

On November 14, 2003, the CIR began the process to reopen the safety assessments of methylparaben, ethylparaben, propylparaben, and butylparaben in order to offer interested parties an opportunity to submit new data for consideration. In September 2005, the CIR decided to re-open the safety assessment for parabens to request exposure estimates and a risk assessment for cosmetic uses. In December 2005, after considering the margins of safety for exposure to women and infants, the Panel determined that there was no need to change its original conclusion that parabens are safe as used in cosmetics. (The CIR is an industry-sponsored organization that reviews cosmetic ingredient safety and publishes its results in open, peer-reviewed literature. FDA participates in the CIR in a non-voting capacity.)

A study published in 2004 (Darbre, in the Journal of Applied Toxicology) detected parabens in breast tumors. The study also discussed this information in the context of the weak estrogen-like properties of parabens and the influence of estrogen on breast cancer. However, the study left several questions unanswered. For example, the study did not show that parabens cause cancer, or that they are harmful in any way, and the study did not look at possible paraben levels in normal tissue.

FDA is aware that estrogenic activity in the body is associated with certain forms of breast cancer. Although parabens can act similarly to estrogen, they have been shown to have much less estrogenic activity than the body’s naturally occurring estrogen. For example, a 1998 study (Routledge et al., in Toxicology and Applied Pharmacology) found that the most potent paraben tested in the study, butylparaben, showed from 10,000- to 100,000-fold less activity than naturally occurring estradiol (a form of estrogen). Further, parabens are used at very low levels in cosmetics. In a review of the estrogenic activity of parabens, (Golden et al., in Critical Reviews in Toxicology, 2005) the author concluded that based on maximum daily exposure estimates, it was implausible that parabens could increase the risk associates with exposure to estrogenic chemicals.

FDA believes that at the present time there is no reason for consumers to be concerned about the use of cosmetics containing parabens. However, the agency will continue to evaluate new data in this area. If FDA determines that a health hazard exists, the agency will advise the industry and the public, and will consider its legal options under the authority of the FD&C Act in protecting the health and welfare of consumers.
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http://www.cfsan.fda.gov/~dms/cos-phth.html  (Viewed 8-6-07)
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Phthalates and Cosmetic Products
The Centers For Disease Control (CDC) released a report on March 21, 2001, entitled "National Report on Human Exposure to Environmental Chemicals." The report described a survey of a small segment of the U.S. population for environmental chemicals in urine. One group of chemicals the survey identified was phthalates. The following is intended to answer questions on the subject of phthalates in cosmetics.

What are phthalates?

Phthalates are a group of chemicals used in hundreds of products, such as toys, vinyl flooring and wall covering, detergents, lubricating oils, food packaging, pharmaceuticals, blood bags and tubing, and personal care products, such as nail polish, hair sprays, soaps, and shampoos. 

What phthalates are used in cosmetics?

The principal phthalates used in cosmetic products are dibutylphthalate (DBP), dimethylphthalate (DMP), and diethylphthalate (DEP). They are used primarily at concentrations of less than 10% as plasticizers in products such as nail polishes (to reduce cracking by making them less brittle) and hair sprays (to help avoid stiffness by allowing them to form a flexible film on the hair) and as solvents and perfume fixatives in various other products.

Do phthalates affect human health?

It's not clear what effect, if any, phthalates have on health. An expert panel convened from 1998 to 2000 by the National Toxicology Program (NTP), part of the National Institutes of Health, concluded that reproductive risks from exposure to phthalate esters were minimal to negligible in most cases. 

In 2002, the Cosmetic Ingredient Review (CIR) reaffirmed its original conclusion (reached in 1985) that DBP, DMP, and DEP are safe as used in cosmetic products. The panel concluded that exposures to phthalates from cosmetics are low compared to levels that would cause adverse effects in animals. (The CIR is an industry-sponsored organization that reviews cosmetic ingredient safety and publishes its results in open, peer-reviewed literature.)

FDA reviewed safety and toxicity data (including the CDC data) for phthalates in 2001 and 2002 as well as CIR conclusions that were based on reviews of the data in 1985 and 2003.  FDA noted that the CDC survey report in 2001 was not intended to make an association between the presence of environmental chemicals in human urine and disease, but rather to learn more about the extent of human exposure to industrial chemicals. While the CDC report noted elevated levels of phthalates excreted by women of child-bearing age, neither it nor the other data reviewed by FDA established an association between the use of phthalates in cosmetic products and a health risk. As a result, FDA determined that there was insufficient evidence upon which to take regulatory action.

How do I know if there are phthalates in the cosmetics I use?

Under the authority of the Fair Packaging and Labeling Act (FPLA), FDA requires an ingredient declaration on the cosmetic products sold at the retail level to consumers. Consumers can tell whether some products contain phthalates by reading the ingredient declaration on the labels of such products.

However, the regulations do not require the listing of the individual fragrance ingredients; therefore, the consumer will not be able to determine from the ingredient declaration if phthalates are present in a fragrance. Also, because the FPLA does not apply to products used exclusively by professionals--for example, in salons--the requirement for an ingredient declaration does not apply to these products.

What is FDA's role?

FDA continues to monitor consumers' potential exposure to phthalates from the use of cosmetic products. FDA's Center for Food Safety and Applied Nutrition (CFSAN) included the following two projects among its program priority items for 2004: (1) Develop an analytical method for the determination of phthalates in cosmetic products, and (2) conduct a survey of products to determine the contribution of phthalates to human exposure. FDA has completed both of these projects. Next steps include an exposure estimate and plans for a risk assessment as additional support in determining whether any further action is necessary.

At the present time, FDA does not have compelling evidence that phthalates, as used in cosmetics, pose a safety risk. If FDA determines that a health hazard exists, the agency will advise the industry and the public, and will consider its legal options under the authority of the Federal Food, Drug and Cosmetic Act in protecting the health and welfare of consumers.

For related information, see FDA Authority Over Cosmetics.
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http://www.fda.gov/bbs/topics/NEWS/2007/NEW01671.html  (Viewed 8-6-07)

FDA Nanotechnology Report Outlines Scientific, Regulatory Challenges

The U.S. Food and Drug Administration (FDA)'s Nanotechnology Task Force today released a report that recommends the agency consider developing guidance and taking other steps to address the benefits and risks of drugs and medical devices using nanotechnology.

"Nanotechnology holds enormous potential for use in a vast array of products," said Commissioner of Food and Drugs Andrew von Eschenbach, M.D., who endorsed the Task Force Report and its recommendations on July 23, 2007. "Recognizing the emerging nature of this technology and its potential for rapid development, this report fosters the continued development of innovative, safe and effective FDA-regulated products that use nanotechnology materials." 

Scientists and researchers increasingly are working in the nanoscale, creating and using materials and devices at the level of molecules and atoms—1/100,000th the width of a human hair.

The FDA's Task Force Report on Nanotechnology addresses regulatory and scientific issues and recommends FDA consider development of nanotechnology-associated guidance for manufacturers and researchers. The Task Force was initiated by Commissioner von Eschenbach in 2006. 

The Task Force reports that nanoscale materials potentially could be used in most product types regulated by FDA and that those materials present challenges similar to those posed by products using other emerging technologies. The challenges, however, may be complicated by the fact that properties relevant to product safety and effectiveness may change as size varies within the nanoscale.

The report also says that the emerging and uncertain nature of nanotechnology and the potentially rapid development of applications for FDA-regulated products highlight the need for ensuring transparent, consistent, and predictable regulatory pathways.

Anticipating the potential for rapid development in the field, the report recommends consideration of agency guidance that would clarify, for example, what information to give FDA about products, and also when the use of nanoscale materials may change the regulatory status of particular products. As with other FDA guidance, draft guidance documents would be made available for public comment prior to being finalized. 

In addition, the report says the FDA should work to assess data needs to better regulate nanotechnology products, including biological effects and interactions of nanoscale materials. The agency also should develop in-house expertise and ensure consideration of relevant new information on nanotechnology as it becomes available, according to the report. FDA should evaluate the adequacy of current testing approaches to assess safety, effectiveness and quality of nanoscale materials. 
FDA and 22 other federal agencies are part of the National Nanotechnology Initiative, a federal research and development program established to coordinate the multi-agency efforts in nanoscale science, engineering, and technology. 

For more information:

FDA Nanotechnology Report

Report PDF: www.fda.gov/nanotechnology/taskforce/report2007.pdf

Report HTML: www.fda.gov/nanotechnology/taskforce/report2007.html
Consumer Article: www.fda.gov/consumer/updates/nanotech072507.html
National Nanotechnology Initiative: http://www.nano.gov/
Fact sheet: http://www.fda.gov/nanotechnology/taskforce/factsheet2007.html
Much more than skin deep

New York Daily News, COLETTE BOUCHEZ  --  http://www.ewg.org/node/18839
Published October 1, 2006

Long before Cleopatra used kohl to line her eyes or Jezebel painted her lips ruby red, mothers and daughters have been arguing about the right age to start using makeup.
Now, score one for moms. A new cancer research project suggests the younger a girl is when she begins using certain cosmetics and personal care items, and the more she uses, the greater her risk of developing breast cancer later in life.
The report, just released by Vassar College in New York and the Pittsburgh Cancer Center, presents evidence linking breast cancer risks to a variety of environmental factors, including chemicals commonly found in cosmetics and self-care products.
"The evidence may not be as definitive as some would like, but there are some strong associations suggesting young women routinely exposed to some of these ingredients may increase their risk of developing breast cancer later in life," says Vassar professor Dr. Janet Gray, the project's director.

But rather than frighten women away from using cosmetics, she hopes her report will enable smarter product choices.
Earlier this month, three cosmetic manufacturers - OPI, Orly International and Del Laboratories for the Sally Hansen brand - yielded to pressure from consumer and health groups by announcing they would remove the chemical compound phthalate from their nail products, an ingredient suspected of causing birth defects and of having links to breast cancer.
Cosmetic giants Avon, Estee Lauder, Revlon and L'Oreal (Maybelline) already agreed to begin decreasing use of this chemical in their nail products, reports the watchdog group Campaign for Safe Cosmetics.

While all cosmetics and personal care products contain chemicals, those raising the most red flags are the ones experts say act like estrogens in the body, or interfere with estrogen-related processes.
Because many of these same chemicals are found in the environment, including household products like plastic wrap and water bottles, some say putting them in cosmetics adds more fuel to an already burning fire. Gray says it's women under 25 who are most likely to get burned.

"Beginning at puberty and continuing to about age 25 a woman's breast tissue is developing, with certain cells continuing to undergo specific changes," says Dr. Julia Smith, director of the Lynne Cohen Breast Cancer Preventive Care Program at the NYU Cancer Institute.

If, at the time of those changes, a woman is exposed to certain chemicals - particularly those influencing estrogenic activity - those changing cells may be affected in a way that increases the risk of breast cancer later in life, Smith says.

"Will you get breast cancer from using lip gloss or hairspray? No. But there are strong scientific suspicions that some of the chemicals used in cosmetics and personal care products might increase your risks, especially if there is heavy usage before the age of 25," says Smith.
In California, experts appear to be more certain that this is the case. On its environmental docket known as Proposition 65, legislators list a number of chemicals routinely found in cosmetics as carcinogens or the cause of reproductive toxicity.
What to look out for

When it comes to breast cancer risks, Gray reports one of her biggest fears surrounds parabens, anti-microbials and preservatives found in many skin creams, foundations, shampoos, shower gels, even sunscreens.

Earlier this year, parabens were discovered in tissue taken from breast tumors - a finding that leads some researchers to question whether deodorants containing this ingredient could be a factor.

"In addition to possibly interfering with estrogenic activity, parabens that are topically applied have been shown to collect in tissue," says Gray.
And despite recent efforts to remove compounds called phthalates from some nail products, Gray says hairsprays, gels, mousses, fragrances, deodorants and skin creams still commonly contain them.

Frequently listed on ingredient labels as DBP, DEP, BBzP or DEHP, phthalates can also be found in the plastic of some bottles used in packaging makeup. Over time, says Gray, those chemicals may leach into the products themselves.  "Over time, all these chemical exposures have at least the potential to impact developing breast tissue."
The use of nanoparticles - controversial molecules that undergo high-tech manipulation to reduce their size, thus allowing them to penetrate skin cells more easily - may increase risks even further.

Some researchers believe that anything that allows chemicals to breach the skin's barrier has at least the potential to do us harm.
The average adult exposes his or herself to more than 120 questionable chemicals every day by using personal-care products, found a survey of some 2,300 people conducted by the Environmental Working Group (EWG), among other organizations.  Of the 10,500 chemical ingredients used in personal care products, EWG reports just 11% have been safety assessed - by a panel funded by manufacturers.
Although many researchers believe the associations between cosmetics and breast cancer risks are real, Smith reminds us there is no cause-effect and no direct link established. "Right now it's still considered an association," she says.
And the Cosmetic, Toiletry and Fragrance Association (CTFA), which provides manufacturers with Safety Evaluation Guidelines, argues that cosmetics in use today are tested and safe.

"The use of phthalates in cosmetics and personal care products is supported by an extensive body of scientific research and data that confirms safety," said the organization in its most recent statement.
Consumer beware

The CTFA also backs the use of nanoparticles, and tells The News: "In addition to our industry's commitment to safety, federal law requires that every cosmetic product be substantiated for safety before it goes to market. As a result, FDA statistics confirm that cosmetics are one of the safest categories of products used by Americans today."
But with no industry-wide or government safety standards that companies must adhere to, and no watchdog agency to ensure that they honor any voluntary promises they make, the EWG warns that consumers must proceed with caution.
The girls at higher risk

African-American girls may be at greatest risk, says Vassar's Janet Gray, because of hair-care ingredients that are marketed directly to this community.

In addition to chemicals like phthalates and parabens, these products frequently contain estrogen as well as placental hormones, which she says are directly linked to changes in breast development.

"Over time we fear this could [affect] the risk of breast cancer in African-American women," says Gray.

The American Cancer Society reports that currently, more African-American women die of breast cancer than any other group.
Safety from Multiple Viewpoints
Name: _______________________________ Period:_________  Date: _____________

Which FDA article did you read:_____________________________________

1. What is the function of the ingredient/compound in cosmetics?

2. What evidence was given for the safety of the ingredient/compound?

3.   Were you convinced of the ingredient’s safety?  Give 2 reasons for your position.

Answer the following questions after reading, “Much more than skin deep.”

4.  What evidence was given for the safety concerns about parabens, phthalates, and nanoparticles?

5. Do you have any questions about the information in the article?  Would you like more information on any topic?

6.  Identify at least two statements in the article that are representative of the

     Precautionary Principle.

7.  Based on the information in “Much more than skin deep”, list people or organizations  who would be likely to favor (a) or (b) below.

(a) Risk Assessment (based on toxicology studies and extrapolations)

(b) the Precautionary Principle

8.  What is your preferred strategy of risk management for these compounds?  (Risk assessment or Precautionary Principle)  Defend your answer.
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Group claims too much lead in some lipsticks 

Last updated October 12, 2007 9:38 p.m. PT
By PAUL WALSH
MINNEAPOLIS-ST. PAUL STAR TRIBUNE
American-made lipstick contains "surprisingly high levels of lead," according to new product test results released Friday by the Campaign for Safe Cosmetics.

The lead tests were conducted by an independent laboratory over the month of September on red lipsticks bought in Minneapolis, Boston, Hartford, Conn., and San Francisco.

L'Oreal challenged any claims that its products contain harmful ingredients, saying in an e-mailed statement reported by the San Francisco Chronicle that its products have been thoroughly reviewed and tested by the company's toxicologists, clinicians, pharmacists and physicians and are in compliance with federal regulations.

The Food and Drug Administration, the Chronicle reported, said it has known of concerns about lead in lipstick in the past. Many of the reports have been "urban legends," FDA spokeswoman Stephanie Kwisnek told the newspaper. She also told the Chronicle that the agency has no plans to act in response to this latest report.

The Campaign for Safe Cosmetics describes itself as a coalition of women's, public health, labor, environmental health and consumer-rights groups whose goal is "to protect the health of consumers and workers by requiring the health and beauty industry to phase out the use of chemicals linked to cancer, birth defects and other health problems, and replace them with safer alternatives."

Tests were conducted the Bodycote Testing Group laboratory in Santa Fe Springs, Calif. It operates nearly 300 facilities around the world.
STUDY'S FINDINGS

A study released by the Campaign for Safe Cosmetics found:

  Sixty-one percent of the 33 brand-name lipsticks tested contained detectable levels of lead, with levels ranging from 0.03 to 0.65 parts per million (ppm). None of these lipsticks listed lead as an ingredient. 

  One-third exceeded the Food and Drug Administration's 0.1 ppm limit for lead in candy. 
THE BRANDS: Thirty-nine percent of the lipsticks tested had no detectable levels of lead. Among the top brands testing positive for lead were:

  L'Oreal Colour Riche "True Red" -- 0.65 ppm 

  L'Oreal Colour Riche "Classic Wine" -- 0.58 ppm 

  Cover Girl Incredifull Lipcolor "Maximum Red" -- 0.56 ppm 

  Dior Addict "Positive Red" -- 0.21 ppm 
ONLINE: The full report on lipstick, including complete test results, is posted at www.SafeCosmetics.org.

© 1998-2008 Seattle Post-Intelligencer
	


Breaking News on Cosmetics Formulation & Packaging - Europe
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 http://www.cosmeticsdesign-europe.com/news/printNewsBis.asp?id=82189
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	Science group calls lead in lipstick scare unfounded
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By Guy Montague-Jones

	19/12/2007- The American Council on Science and Health (ACSH) has described claims that lipstick contains dangerous levels of lead as the number one unfounded health scare of 2007.

The issue of lead in lipsticks hit the headlines in autumn after the Campaign for Safe Cosmetics published research claiming that many popular lipsticks contain unacceptably high levels of the poisonous metal.

The ACSH dismissed the claims saying there is no evidence that lead in lipstick poses no risk to human health at current trace levels.

The science-based interest group said comparing FDA regulations on lead levels in lipstick with candy was misleading given that it is not ingested in anything like the same quantities.

Lead in lipstick reached the number one spot in the ACSH's annual list of unfounded health scares, which featured a number of responses to alarming consumer health stories.

"ACSH hopes this list of health scares - and the science which shows they are bogus - will alert consumers to be wary of the health scares that will inevitably be launched in 2008," stated ACSH president Elizabeth Whelan. "Bogus health scares distract our attention from the real threats around us - so beware."

The ACSH extended its criticism to the Campaign for Safe Cosmetics saying the campaigning organization is 'clearly an anti-chemical group with an environmentally-driven agenda.'

However, the ACSH has come in for criticism in some quarters for accepting funds from chemical corporations and it has also been accused of representing the interests of the petrochemical industry.

The debate over the safety of lipsticks is likely to continue after the former presidential candidate John Kerry led an attack on the FDA calling for a full investigation into the lead content of lipsticks.

Democratic Senators John Kerry, Barbara Boxer and Dianne Feinstein accused the FDA of oversight and demanded that the regulator takes action to reduce the lead content in lipstick if its test results are in line with those of the Campaign for Safe Cosmetics.
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Lead in Lipsticks – What do you believe?

Name:  __________________________ 

 Period:  _________  Date:  ______________

Questions to be answered before reading the articles.  Circle your answer.

1.  Do you generally believe the safety statements made by cosmetic manufacturers?   
Yes   No   

2.  Do you generally believe government regulators are unbiased?

         
Yes   No   

3.  Do you generally believe statements from special interest groups?

         
Yes   No   

Read the following articles and then answer questions 1-5. 



“Group claims too much lead in some lipsticks”


“Science group calls lead in lipstick scare unfounded”

1.  Identify groups/organizations in the articles that support, or don’t support, the claim that there is too much lead in lipsticks.  Indicate whether you think the group is biased or unbiased.

Supporters



Members in the group


         Biased or Unbiased?

a.

b.

c.

Non-Supporters



Members in the group


         Biased or Unbiased?

a.

b.

c.

2.. What further information do you need to evaluate the claim?

3.  Do you believe the candy analogy is appropriate?  Explain your answer.

4.  What are the issues to be considered when doing a risk/benefit analysts for women who use lipstick.

5.  Do you believe there is too much lead in lipsticks?   Defend your answer.

Cosmetic Headline Websites

Group claims too much lead in some lipsticks

Seattle Post-Intelligencer, 10-12-07

http://seattlepi.nwsource.com/national/335386​_lipstick13.html
http://www.safecosmetics.org/your_health/poisonkiss.cfm

Does your makeup need a nontoxic makeover?

The Seattle Times, 7-1-07

http://archives.seattletimes.nwsource.com/cgi-bin/texis.cgi/web/vortex/display?slug=ecoconsumer01&date=20070701&query=makeup+need+a+nontoxic+makeover

Much more than skin deep   [cosmetic chemicals related to breast cancer]

New York Daily News, 10-1-06
http://www.ewg.org/node/18839 (copy of article, S4(1).4

People in toxics test alarmed to see what is inside them

The Seattle Times, 5-24-06

http://archives.seattletimes.nwsource.com/cgi-bin/texis.cgi/web/vortex/display?slug=toxic24m&date=20060524&query=people+in+toxics+test
Pollution in People: A Study of Toxic Chemicals in Washingtonians

http://www.pollutioninpeople.org/results

Down the drain:  Chemicals from personal care products polluting SF Bay

EWG, Oakland, CA, 7-10-07  

http://www.ewg.org/node/22004

State mulls cosmetic safety

The Seattle PI, 2-20-07

http://seattlepi.nwsource.com/local/304334_cosmetics20.html

China bans toxic chemical in toothpaste

The Seattle Times, 7-12-07

http://archives.seattletimes.nwsource.com/cgi-bin/texis.cgi/web/vortex/display?slug=chinafood12&date=20070712&query=China+bans+toxic+chemical+in+toothpaste
FDA website – list of toothpaste brands, counterfeit products, recalled brands

http://www.fda.gov/oc/opacom/hottopics/toothpaste.html

Precautionary Principle References

“The Precautionary Principle in Action – a Handbook”

http://www.watoxics.org/issues/precautionaryprinciple/information/?searchterm=Precautionary%20Principle

Site contains link to PDF of the handbook.

Vassar College produced CD, “Environmental Risks and Breast Cancer” with risks and evidence suggesting role of the environmental factors in breast cancer.

http://erbc.vassar.edu/

Cosmetic Safety -Public Activist Organizations, Supporters of Precautionary Principle

a. Environmental Working Group 

Nonprofit dedicated to investigating threats to people’s health and the environment

www.ewg.org
www.cosmeticdatabase.com/index.php?nothanks=1
b. Campaign for Safe Cosmetics – Coalition of public health, educational, faith, labor, women’s, environmental and consumer groups whose mission is to protect the health of consumers.

Searchable guide for product safety evaluations

www.safecosmetics.org/your_health/skindeep.cfm
c. Washington Toxics Coalition

www.watoxics.org 

Publications  ->  Home Safe Home Fact Sheets  ->


Personal Care:  Cosmetics & Personal-Care Products: Avoiding Bodily Harm

Information on the “Precautionary Principle”

http://www.watoxics.org/issues/precautionaryprinciple/information
/?searchterm=Precautionary%20Principle

      d.   Toxics Free Legacy Coalition

A broad-based alliance of organizations across Washington State that rejects the trespass of persistent toxic chemicals in the environment and our bodies.


http://www.toxicfreelegacy.org/
      e.   Breast Cancer Fund


The leading national organization focused on identifying the environmental causes of breast cancer and preventing the disease.


http://www.breastcancerfund.org/site/pp.asp?c=kwKXLdPaE&b=43969

      f.    Silent Spring Institute

A non-profit scientific research organization dedicated to identifying the links between the environment and women's health, especially breast cancer.



http://www.silentspring.org/
g. Friends of the Earth - Defends the environment and champions a healthy and just world


http://www.foe.org

Lesson 4(I) Resources

Toxicology

      “A Small Dose of Toxicology” by Steven G. Gilbert.  CRC Press LLC, 2004



Explains the principles of toxicology including exposure, risk assessment and management; evaluates 12 common toxic agent categories

      Toxipedia – Great site devoted to providing a better understanding of many aspects of toxicology; includes a toxic substances dictionary, teaching resources, lists of agencies and organizations involved in health and environmental protection.

http://toxipedia.org/conf/display/toxipedia/Welcome+to+Toxipedia
      Also see references at R3.1

Cosmetic Safety and Testing Procedures

a.  “A Perspective on the Safety of Cosmetic Products:  A Position Paper of The American Council on Science and Health”.  Gilbert Ross; Int J Tox 25:269-277, 2006.  (copy provided)
b.  “The Science of Product Safety” from Personal Care Products Council.

     http://www.cosmeticsinfo.org/product_safety.php
c.  “The 4 QRA Steps” from International Fragrance Association


www.ifraorg.org/Home/Science+Regulatory/Risk-Assessment/Quantitative-Risk-Assessment-QRA-/page.aspx/114

www.ifraorg.org/Home/Science+Regulatory/Risk-Assessment/Quantitative-Risk-Assessment-QRA-/QRA-Steps/page.aspx/115
Cosmetic Ingredient Topics

Phthalates

www.phthalates.org/

www.cdc.gov/exposurereport/3rd/results_06.htm
www.cfsan.fda.gov/~dms/cos-phth.html
www.ifraorg.org/Home/Publications/Background-Papers/page.aspx/63

www.safecosmetics.org/about/reports.cfm (links to four articles)

      Nanotechnology 


· www.nanotechproject.org

Woodrow Wilson International Center for Scholars – Project in Emerging Technologies


     History, news, regulatory issues, public perspectives


Summaries of products containing nanotechnology

>www.nanotechproject.org/inventories/consumer/browse/categories/health_fitness/cosmetics/page1/

>www.nanotechproject.org/inventories/consumer/analysis_draft/


“Nanotechnology Oversight: An Agenda for the Next Administration”


>www.nanotechproject.org/publications/archive/pen13

      Nanotechnology (continued)

· www.nano.gov/

National Nanotech Initiative (NNI)

      NNI is the program established in 2001 to coordinate federal nanotechnology research and development.  Today the NNI consists of the nanotechnology-related activities of 25 Federal agencies with a range of research, regulatory roles and responsibilities.


      Website includes background information, news stories, research reviews, safety and ethical issues associated with nanotechnology.

www.fda.gov/nanotechnology
www.fda.gov/nanotechnology/taskforce/report2007.pdf
www.niehs.nih.gov/oc/factsheets/nano.htm;  Nanotechnology Safety Assessment

www.foe.org;  Friends of the Earth

www.royalsoc.ac.uk;  The Royal Society, UK, 2004

“Nanoscale Science.  Activities for Grades 6-12.”  M.G. Jones, M.R. Falvo, A.R. Taylor, B.P. Broadwell. NSTA press, 2007.

Nanoscience resources at the University of Washington:


Center for Ecogenetics and Environmental Health



http://depts.washington.edu/ceeh

UW Center for Nanotechnology



http://www.nano.washington.edu

Molecular Bioengineering & Nanotechnology



http://depts.washington.edu/bioe/research/nano/nano.html


UW Nanotechnology and Nanoscience Student Association



http://studentsw.washington.edu/nansa/

Department of Chemistry (Nanotechnology Seminar Series)



http://depts.washington.edu/chem/newsevents/nanotech.html
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