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Consumer Awareness:  Personal Care Products Safety and Labeling

Prior to Lesson 1:  Product Review at Home

Summary:     Students will be given a homework assignment to look at and answer some questions

         about cosmetic labels and complete a true-false quiz about cosmetic regulations.

Materials & Preparation:  (homework)

         Copy S pre1.1, Taking a Good Look, one for each student


           Copy S pre1.2, Cosmetic Ingredients and Functions, one for each student
Optional       Copy S pre1.3, How Cosmetics Work, one for each student

         Copy S pre1.4, Cosmetic Facts and Fictions, one for each student

Homework Prompt:


How many of you have read the label on your shampoo or hand lotion lately – or ever? We would like to think that we are informed consumers so we are going to see how much we 

really know about ingredients, claims and product safety.  

We are going to spend the next few days examining labels and claims of personal care (cosmetic) products. You are also going to make a lotion, discuss what kind of 

safety tests your lotion should undergo before marketing, and evaluate the science and the sources of cosmetic product information.  


Tonight you should take a good look at the label of your favorite lotion, skin cream, 

sunscreen or shampoo and then complete the homework assignments.  

Homework Assignment: 

a. “Taking a Good Look”  







       S pre1.1
Students are asked to write down why they bought their favorite lotion, skin 

cream, sunscreen or shampoo and list the claims, cautions, and ingredients. 

b. “Cosmetic Ingredients and Functions” 





       S pre1.2
Students will use this information sheet to determine the function of 

ingredients on their personal care product.

Optional c.   “How Cosmetics Work:  What ingredients are used in skin lotions”

      S pre1.3



Summary of lotion ingredients by category

d.   “Cosmetic Facts and Fictions”  





                  S pre1.4
            True/False quiz on basic cosmetic knowledge and regulations.

Taking a Good Look

Name:___________________________


Date:____________   Period:  ______

Select your favorite skin cream, lotion, shampoo, or sunscreen and answer the following questions about it.

1.  Give the complete name and manufacturer of your favorite product:

2.  Why did you buy this product? (For example – price, smell, claims, etc.)

3.   What information is found on the label of personal care products?

4.  What is the total # of ingredients listed on your product’s label:  ____        

     Use page 2 to list your product’s ingredients under the eight categories of function. 

     Use the information sheet, “Cosmetic Ingredients and Functions”, and web sites to identify those functions.  

     If you cannot identify a function, list the ingredient under “Function Unknown”.

5.  List the claims for this product.  (For example – skin nourishing, hypo-allergenic, not tested in animals, etc.)

6.  List the cautions for this product.  (For example – avoid contact with eyes, etc.)

7.  Would you recommend this product to a friend?  Why or why not?






Taking a Good Look

Following are 8 functional categories for cosmetic ingredients. Using the information sheet, “Cosmetic Ingredients and Functions”, try to determine the function of the ingredients in your product.  If you cannot determine a function, list the ingredient under “Function Unknown”.

Emulsifiers



Emollients



Moisturizers
Borax  (example)

Solvents



Preservatives



Colors
Thickeners & Stabilizers

pH Balance



Function Unknown
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Total number of ingredients with identified function:       ______

Total number of ingredients with unidentified function:   ______

Please SAVE:  You will need this information sheet for tomorrow’s homework.

Cosmetic Ingredients and Functions

Use the lists below and the online ingredient dictionaries to determine the function of ingredients in your personal care product.

Cosmetic ingredient dictionaries:


www.cosmeticscop.com/learn/dictionary.asp?TYPE=MAIN


www.deancoleman.com/cosmetics.htm 

Emollients = soften and soothe

Emulsifiers = detergents; surfactants 








(help oil and water stay mixed)

Acetylated lanolin



Borax  (sodium tetraborate decahydrate)

C14-15 alcohols




Cetyl alcohol


Glyceryl Stearate




Cocamidopropyl betaine

Hexyl laureate




Di propylene glycol

Isopropyl myristate



Lecithin








Lanolin





Polysorbate




PPG-20 cetyl ether



Sodium lauryl sulfate; sodium laureth sulfate


Stearic acid




Triethanolamine



Wheat germ glycerides



Xanthan gum




Humectants = moisturizers that

Occlusives  = moisturizers that 


absorb moisture  (draw water in)

 prevent evaporation  (keep water in)
Acetamide MEA




Acetylated lanolin alcohol

Glycerin





Caprylic/capric triglyceride

Propylene glycol




Dimethicone

Sorbital





Mineral oil (liquid petrolatum)

Urea





Petrolatum

Xylose





Vegetable oil







Soybean lipid







Beeswax

Preservatives = prevent bacterial growth
Coconut oil

Borax

DMDM Hydantoin

Methylparaben




Solvents = substance that can dissolve another   
Propylparaben

      substance






Water  (polar solvent)







Polyethylene glycol  (PEG; organic solvent)







Propylene glycol  (organic solvent)

Thickeners and Stabilizers




Carbomer


Cellulose




pH Balance
Guar





Ammonium chloride

Gum Arabic




Citric acid

Magnesium aluminum silicate

From www.thebeautybrains.com

September 2006

How Cosmetics Work: What ingredients are used in skin lotions  

First, let's point out that there are many, many types of lotions. There are face lotions, hand lotions, and body lotions. There are creams, milks, serums - for day use and night use. To keep it simple, for the purpose of this post we'll discuss a typical dry skin body lotion (like Vaseline Intensive Care Total Moisture)

Here are the main categories of ingredients that a lotion like this would use:

Solvents
The most widely used lotion ingredient is water, which is the solvent for the rest of the ingredients as well as a moisturizing agent. Deionized water is typically used to ensure the products purity.

Moisturizing agents
The main purpose of the product is to moisturize, so it's not surprising that there are a large number of ingredients to perform this function. In general, they work in two different ways. Some examples from Vaseline include glycerin, petrolatum, and dimethicone.

Emulsifiers
Lotions primarily owe their magical moisturizing properties to their ability to deposit oily materials on the skin. Because oil and water ingredients don't like to mix, lotions use ingredients called emulsifiers to help them combine. Common emulsifiers include Glyceryl Stearate, Cetyl Alcohol, Stearic Acid, Glycol Stearate, and Sodium Stearoyl 2 Lactylate.

Emollients
"Emollient" is just a fancy way to describe an ingredient that helps the lotion spread and that makes skin feel smooth and lubricated. Esters like Isopropyl Palmitate are used for this purpose.

Thickeners and Stabilizers
Because the oil and water soluble ingredients tend to separate over time, thickeners and stabilizers are added to the lotion to help hold it together better. Commonly used thickeners include natural materials like guar, gum arabic, Magnesium Aluminum Silicate, and cellulose as well as synthetic acrylic polymers, like Carbomer.

Preservatives
Preservatives are added to the formula to ensure the product doesn't become contaminated by bacteria, mold, or yeast. Common preservatives include parabens and urea derivatives. Vaseline uses Methylparaben, DMDM Hydantoin, and Iodopropynyl Butylcarbamate.

Color
A variety of dyes maybe added to lotions to impart a pleasing color. In the vast majority of lotions, the dye has no functional purpose at all - it's just there to make the product look nice. There are some lotions that are designed to give your skin color - these include higher levels of special dyes and pigments or reactive compounds like DHA used in sunless tanners.

Control agents
Control agents are added to the formula to help adjust its physical properties. For example, an acid or base may be added to raise or lower the pH. Vaseline has Disodium EDTA, Triethanolamine, and Lactic Acid.

Fragrance
The type of fragrance used in lotions is important for a couple of reasons. First, it has to smell appealing to you or you won't like the product. Too much or too strong of a fragrance and it will clash with your perfume; too little or too weak of a fragrance and you may smell some of the chemical odor of the product. Second, the fragrance must be non-irritating because it will be in contact with your skin for a long time. And third, the
fragrance should support the image of the product - if it's a cucumber melon lotion, it should probably smell like cucumber or melon.

Featured ingredients
Marketers frequently add featured ingredients to their formulations to make them more appealing or to support a certain marketing story. For example, lotions that are marketed as "natural" products will typically feature more botanical extracts, even though these extracts don't necessarily make the product work any better. And "sciency" sounding lotions will contain long chemical names like "Hydroterilium" that sound like they MUST be doing something, even though they're probably not. The main purpose of these kinds of ingredients is to make the product more appealing. In Vaseline you'll find Tocopheryl Acetate (Vitamin E Acetate), Retinyl Palmitate (Vitamin A Palmitate), Avena Sativa Kernel Protein (Oat),
Glycine Soja Oil (Soybean), and Helianthus Annuus Seed Oil (Sunflower).

That concludes the list of ingredients used in a typical body moisturizer.

The World's Top 5 Skin Moisturizing Oils
From www.thebeautybrains.com  10-30-06

Question: 
Since the weather is getting drier, I’ve decided to look for some cuticle treatments to help them from drying. I’ve noticed that a lot of them include very similar ingredients, like jojoba oil, apricot kernal oil, shea butter, and in particular sweet almond oil and lavender oil. Do these ingredients really help to moisturize and what exactly do they do? I’ve noticed a lot of body care products emphasize shea butter. I’ve also noticed that some body lotions have coconut oil in them, is this another beneficial ingredient?

The Right Brain Responds:

All the oils you mentioned can moisturize skin - but they’re not the BEST moisturizers. What are the best, you ask? Ah, that is the question. But first you have to sit through this quick explanation of how oils moisturize:

Moisture evaporates from your skin by slipping though tiny cracks and fissures. Oils form a barrier layer on top of the skin that prevents the water molecules from escaping. It’s all about stopping evaporation! This property is called occlusivity and it’s measured by a rating called Transepidermal Water Loss, or TEWL. (pronounced “tool.”) The TEWL value has been measured for various oils, and the ones that have the highest rating (in other words, the ones that stop the most water from escaping your skin) are as follows:

1. Petroleum jelly, in a minimum concentration of 5%, reduces TEWL by more than 98% 

2. Lanolin 

3. Mineral oil 

4. Dimethicone (a type of silicone) 

5. Others, including other oils (like coconut), fatty alcohols, and waxes 

Some of the other oils you mentioned are still beneficial - they can make skin feel softer and smoother. But if really want to keep your skin moist, you need to reduce evaporation with one of these top 5. 

Differences between Facial Creams and Moisturizers 


Question: 
“I'm curious about all the different types of facial moisturizers out there - eye cream, face cream, face lotion, serum, day moisturizer, night moisturizer...etc. How different are they exactly, and which ones are truly necessary?” 


The Right Brain Responds: 
Not all parts of your skin are equal and that’s why you need different types of facial moisturizers. 



Most of the products you cited are designed to perform on different parts of your skin OR they’re meant to perform different functions. Eye creams, for starters, are specially designed for the delicate area around your eyes.  The skin around the eye has unique properties:

“It has virtually no sebaceous glands, which makes it highly prone to dryness. It is much thinner and more sensitive than other facial skin. It overlies a particularly dense capillary network and has minimal fat padding, which makes the eye area prone to puffiness. It is stressed by frequent eye movements and squinting.” *courtesy of www.smartskincare.com
Cosmetics made for use around the eyes are formulated to address these specific properties. Facial skin, on the other hand, needs products formulated differently because the area around the nose and cheeks is filled with active oil glands. You don’t want to apply too many oily moisturizers to this area! (Acne anyone?) So, it looks like you need to decide WHERE on your face the product will be used before you pick the product. 

Ah, but if only it were as simple as “eye” or “not eye.” There are other factors to consider – is the product meant to moisturize during the day? Well then the formula should probably contain a UV absorber. Is it just a night time product? Then UV isn’t a problem. So, you also need to consider WHEN you’ll be using the product before you pick the product. 

What about product forms, you ask?  Serums, lotions, creams?  Well, these are really just different delivery vehicles. You can have serums for the face, lotions for the eyes, creams for the nose, or serums for the nose, creams for the face and lotions for the eyes or you can have…. Well, you get the picture. You need to decide what kind of product form you like before you pick the product.

Soooo, the Brains bottom line: to some extent, these products are different and understanding where, when and how you want to use the product will help you select what to buy. But beware – there is a lot of marketing hype out there and you don’t need to buy EVERYTHING they tell you! 


Cosmetic Facts and Fictions

Name ________________________

   

Date ____________  Period: ______

Indicate if the following statements are true or false by circling T (true) or F (false).

1.   T  F    Eye cosmetics have caused blindness and death.
2.   T  F    The Food and Drug Administration (FDA) is responsible for enforcing laws related to 

drugs and cosmetics.  By FDA’s definition of cosmetics, skin care lotion and mascara are cosmetics but mouthwash and shampoo are not.

3.   T  F    Dandruff shampoo is both a cosmetic and a drug.

4.   T  F    Because cosmetics are so broadly used, FDA regulates them to the same extent as drugs.

5.  T  F    Colorings in cosmetics must be government approved, but the other ingredients don’t 

have to be approved before use.

6.  T  F    A person with allergies will have fewer problems with products labeled as “hypo-allergenic” and “dermatologist tested”.

7.  T  F    A product can be labeled “not tested in animals” even if all of the ingredients have been tested in animals.

8.   T  F    Products with “active ingredients” are more potent products.

9.   T  F    FDA must obtain a court order before it can remove drugs and cosmetics from the marketplace.

10.  T  F   FDA tells cosmetic manufacturers which safety tests are required before marketing.

(Date)

Dear Parents,

Students in my class are going to begin some new lessons that will involve a few simple and fun activities at home.  

We will be looking at lotions and shampoos and students will be asked to complete some questions about products that they use at home.  We will talk about why people buy certain products, what ingredients are important, and the facts behind product claims.  We will also make a skin care lotion in class.  We will talk about the regulations that manufacturers of lotions must follow if they want to sell their products to the public.  

In the lotion-making lab, students will be introduced to the basic chemistry behind many lotions.  The lotion that we will make will be an emulsion – a stable combination of oil and water.  Students will be able to add a fragrance of their choice to the lotion.  Please let me know if your student is sensitive (or allergic) to fragrances.

I hope you will encourage your student to tell you about what we are doing in class.  It will be an opportunity for students to learn about the science of ingredients and the regulations for marketing cosmetic products.  It will be a fun lesson with many new and interesting facts and activities.

Please contact me if you have any questions or would like more information about these lessons.

Sincerely,

(teacher’s name and contact information)

Consumer Awareness:  Personal Care Products Safety and Labeling

Lesson 1:    Beyond first impressions:  Labels (ingredients, claims) – Regulations 

Summary:
In small groups, students will discuss the homework then, as a class, review labels and regulations.

Lesson Objectives:

1. Students will identify the information that is required on cosmetic product labels.

2. With the help of web resources, students will assign a function to individual cosmetic ingredients.

3. Students will apply FDA’s definitions for “cosmetics” and “drugs” to the claims and uses stated by the manufacturer to determine whether a product is a cosmetic or drug.

4. Students will distinguish six major differences between cosmetic and drug regulations.

FDA’s definitions:

COSMETICS:  Products, other than soap, that are applied to the body for cleansing, beautifying, promoting attractiveness or altering the appearance.

DRUGS:
Products that are intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease and are intended to affect structure or function of the human body.

Materials & Preparation:


Optional, have sample products from kit available for groups to look at


Copy S1.1, Group Summary:  Lowdown on Labels, one for each group


Create overheads:
TG1.1, Cosmetic use statistics

TG1.3, Cosmetic Labeling Requirements
TG1.4b, Unusual cosmetic ingredients
TG1.5, Grouping for claims





page 2 of TG1.2, Summary of # of ingredients





TG1.6, Cosmetic Facts and Fictions





TG1.8, Lash Lure poster





TG1.10, Definition of cosmetics





TG1.12, Definition of drugs





TG1.13, What’s in a claim? page 1





TG1.14, Regulatory differences between cosmetics and drugs





TG1.15, Colors and banned ingredients





TG1.16, Cosmetic claims and their meaning





TG1.17, Regulatory agencies





TG1.18, Cosmetic safety testing and warning label


Copy 
S1.2, Regulatory differences chart, one for each student

S1.3, Lotion Logistics, one for each student



S1.4, Lotion recipe and instructions, one for each student


Optional, Copy S1.5, History of Cosmetic Regulations, one for each student

Students should have “Cosmetic Ingredients and Functions” handout 

 
from yesterday’s homework  (S pre1.2)

Engagement:
   We are a nation of consumers and one of the things that we buy and use 


frequently are personal care products, or cosmetics.  


       TG 1.1

A survey in 2004 found that the average adult uses 9 personal care products


per day, which includes 126 unique chemical ingredients.


25% of women and 1% of men use at least 15 personal care products per day.


Think for a moment about the number of products you use:  shampoo, cleansers,


deodorant, make up, hair care products, lip balm, shaving creams, etc.  


How many of you use 9 or more products per day?


How many of you have read the labels recently on even half of the products you use?


Hopefully, you read the label on at least one product as part of your homework.

After studying the label on your favorite lotion, skin cream, sunscreen or shampoo, 

did you find information that you really hadn’t noticed before?  If so, what?  

(NOTE:  Take only a few responses at this time.)

You are going to get together in groups to compare information on your 

product labels then, as a class, we will discuss what you found.

Small Groups:  Divide the class into groups of 4 or 5 students per group.  

One student should be selected to be the “recorder”.



Each student should have their completed homework assignments:

a)  “Taking a Good Look”






     S pre1.1
b) “Cosmetic Facts and Fictions” 





     S pre1.4
Hand-out for each group:  “Group Summary:  Lowdown on Labels”                       S1.1
One copy per group - for the group recorder.




Optional:  Sample products from kit available to look at

(15 min.)
Groups should complete the “Group Summary:  Lowdown on Labels”

Class:

Teacher should lead the class in reviewing  

(10 min.) 
“Group Summary:  Lowdown on Labels”

Discussion points






         TG1.2

Overhead:   Labeling regulations




  OH TG1.3

Overhead:   Unusual cosmetic ingredients



        TG1.4b



Overhead:   Groupings for claims



              OH TG1.5




Overhead:   Table for numbers of ingredients
          OH page 2 of TG1.2
Prompt:
Obviously, there is lots of information on personal care product labels.  Different 

(review)
pieces of information are used by each of you to make purchasing decisions.  

If you are relying on the claims to make your decision, it is important to 

separate puffery from facts.  Dou you know if there are standards or definitions for 

the claims?

If one wants to evaluate function or safety, it would be helpful to understand what the ingredients do.  I think that you found that that information is not common knowledge.

Prompt:
Next we’re going to see how much you, the average consumer, know about cosmetic and drug regulations.  We’re going to see how well you distinguished cosmetic facts from cosmetic fiction.



Hand-out:  








 
S1.2

This hand out will help you focus on the differences between cosmetics and drug.


You can fill in the chart as we discuss the answers to the True/False quiz.
(25 min)
Class discussion:  “Cosmetic Facts and Fictions”  (homework, S pre1.4)


       Overhead:  T/F questions - on which to circle class answers

   OH TG1.6

Ask for show of hands for T or F for each statement and possibly have discussion before revealing the answer and the facts behind each statement.

       See Teacher Guide 1.7 for discussion points under each statement.
          TG1.7

          

Overhead:  Lash Lure poster
  


          

   OH TG1.8

Overhead:  Definition and categories of “cosmetics”


 OH TG1.10

Overhead:
Definition of "soap"




             OH TG1.11



Also see The Chemistry of Soap



             R1.3
Overhead:  Definition of “drugs”





 OH TG1.12



“Cosmetics” that are also “drugs”

Overhead:  Perfume, wrinkle claims




        TG1.13

Overhead:  Regulatory differences between cosmetics and drugs
 OH TG1.14

Overhead:
Colors and banned ingredients


             OH TG1.15
Overhead:  Cosmetic claims and their meaning 



 OH TG1.16

Overhead:  Regulatory Agencies





 OH TG1.17



Also see FTC information on TG4(II).7

Overhead:
Cosmetic safety testing, warning label


 OH TG1.18


Closure:
Out of all of the decisions that a manufacturer must make, deciding on the product claims may be the most important.  

The intended use and claims that a manufacturer makes for a product determine whether the product is a “cosmetic” or a “drug” and that determines the regulations that 

apply to the product.   It is important to remember that there are safety and labeling regulations that cosmetic manufacturers must follow but they are different from the regulations for drugs.




(For review, put up overhead TG1.14 again)



 OH TG1.14



In the next lessons, we are going to put ourselves in the shoes of 

a cosmetic manufacturer and then the shoes of a product safety manager.  These 

people are responsible for the purity, consistent quality and safety of products.

Homework Prompt:



Tomorrow we’ll be manufacturers - making a skin care lotion in class.  We’ll talk 

about the chemistry of emulsions and why it is that we can combine oil and 

water and end up with a lotion instead of salad dressing, even though both are 

primarily oils and water.  

Homework:    


1.  “Lotion Logistics” – prepare flow chart, determine ingredient functions

 S1.3
2.  “Skin Care Lotion” - recipe and instructions



   S1.4 (S2.2)

3.  “Cosmetic Ingredients and Functions” - reference


       S pre1.2
      This sheet was given to students as part of homework prior to lesson 1. 



Optional reading:




“History of Cosmetic Regulations”




              S1.5



A review of regulations covered in today’s lesson.

Resources:  (yellow pages)



Lesson 1 Website Resources



R1.1



Who are the Beauty Brains?



R1.2



The Chemistry of Soap



R1.3



FDA:  Aromatherapy


FDA:  Clearing Up Cosmetic Confusion


FDA:  Authority and Policy



FDA:  Cosmetic Labeling and Label Claims



FDA:  Information for Industry



FDA:  Warning Letters to Industry on Cosmetic-Related Issues

FDA:  Warning Letters Address Drug Claims Made for Products Marketed as Cosmetics



Cosmetic Ingredient Articles

      “Beauty Before Age”, Chemical & Engineering News, May 3, 2004

      “Important Features: Shampoo”


R1.4

We are a nation of consumers.


[image: image1]
More than $11 billion per year spent on cosmetics in the U.S.*

                         

*www.cosmeticsinfo.org/fdapartner.php, 5/20/08

       Beauty products are a 
$60 billion international industry*

*Woodrow Wilson International Center for Scholars

www.nanotechproject.org/topics/regulatory_issues/

               [image: image2.jpg]



2004 Survey of 2300 people:

· Average adult uses 9
 personal care products per day

 (with 126 unique chemical ingredients)

· 25% of women and 1% of men

                       use at least 15 personal care products 
                       per day
Environmental Working Group

www.cosmeticsdatabase.com/research/exposures.php

Group Summary:  Lowdown on Labels

1. Why do you, and members of your group, buy particular personal care products?
Price, smell, label appearance, function, claims



Is safety mentioned?



Does the label influence purchasing decisions?
2.  What information is found on the labels of personal care products?               OH TG1.3


Name, description and claims





Directions for use, cautions/warnings



     


Required by FDA:



Ingredients- in order of decreasing abundance 

Active Ingredients – in alphabetical order



Content weight or volume



Manufacturer or distributor’s name and address 

Ask students if they thought any information was missing.  For instance, expiration date or application quantity, as in serving size for foods or dose for medicines.

3.   What types of claims did you find on your products?



     OH TG1.5
On the board, group the claims:   Claims about ingredients, product function, safety, and

 testing, container or environmental impact.

Which claims do you consider to be puffery?


Which claims are probably based on fact?              

4. How do you know if the manufacturer’s claims are true?
There is no way to be sure that claims are true – check for a scientific basis based on ingredients

Problems should be reported to FDA and they can investigate.

“Not tested in animals” can be evaluated at the level of individual ingredients.

There are no standard definitions for “natural”, “hypoallergenic”, “dermatologist tested”, “moisturizer”.

5. What cautions or warnings were found on your products?

Teacher:  
Which caution or warning was most commonly reported by your group?



Use as directed;  Use on specified areas; Avoid contact with eyes;  For external use only



Keep out of reach of children.



If you have discomfort or irritation, discontinue use.



In case of ingestion, seek professional assistance.
6. For homework, you were asked to list ingredients in your favorite lotion, cream, shampoo or sunscreen and determine their function (question 4 on “Taking a Good Look”).  

Compare the ingredient lists from all members of your group to determine the average number of ingredients in the following product categories and the average number of ingredients with identified functions.     Fill in the table on page 2.



Discussion points:   

Are there differences in the average number of ingredients in these 3 classes of products?

For what fraction of ingredients were you able to identify functions?

Where can one go to get information on cosmetic ingredients?


Chemistry text books; manufacturers   (NOTE:  information is difficult to find!)

Class Summary:  Lowdown on Labels

“Group” results for three product categories:

a. the average number of ingredients

b. the average number of ingredients with identified functions 

     

Lotions/Creams
 
Shampoos


Sunscreens



 Avg
   Avg # Ingred.         Avg
Avg # Ingred.
      Avg        Avg # Ingred.

Group            # Ingred.     w/function
      # Ingred.    w/function         # Ingred.      w/function
#1
            ______     ______

______     ______
      ______     ______

#2
            ______     ______

______     ______
      ______     ______

#3
            ______     ______

______     ______
      ______     ______

#4
            ______     ______

______     ______
      ______     ______

#5
            ______     ______

______     ______
      ______     ______

#6
            ______     ______

______     ______
      ______     ______

#7
            ______     ______

______     ______
      ______     ______

#8
            ______     ______

______     ______
      ______     ______

Total from 

All Groups:    ______     ______

______     ______
      ______     ______

Class

Average:  (avg # ingredients) divided by (# of groups)

           ______     ______

______     ______
      ______     ______

Cosmetic Labeling Regulations
Labeling regulations:





Food, Drug, and Cosmetic Act 




Fair Packaging and Labeling Act 
A cosmetic label must state:

1.  Name of product and nature or use of the product

2.  Name and place of business of the manufacturer, packer or distributor
3.  Accurate statement of quantity of contents 

4.  Appropriate directions for safe use
5.  Appropriate warning statements (if hazardous when misused)
6.  Ingredients:  required on retail products for home use

Cosmetic ingredients = list in descending order of abundance

           unless <1% or a color additive

Over-the-counter (OTC) drug ingredients =




First “Active Ingredients”  (alphabetical order)

Next “Inactive Ingredients” (descending order of prominence)



“and other ingredients” = Trade secret ingredients

(must impart unique property to the product and not be well

known in industry; must have FDA approval)

“Fragrances” = need not specify

“Flavors” = need not specify

http://www.fda.gov/Cosmetics/CosmeticLabelingLabelClaims/default.htm
http://www.fda.gov/Cosmetics/CosmeticLabelingLabelClaims/CosmeticLabelingManual/ucm126438.htm
Food and Drug Administration regulates:  

All written, printed, or graphic matter on the product and containers  


Promotional literature, product catalogs, flyers


Promotional statements on internet

Federal Trade Commission regulates:

Advertising in magazines, newspapers, TV and internet
Cosmetic Labeling Regulations
FDA requires different warnings depending on the product.

1.  Some products require warnings about the consequence of misuse.
Cosmetics in self-pressurized containers or aerosols with halocarbon or hydrocarbon propellants

2.  Some products require specific wording.



Detergent bubble bath products



Feminine deodorant sprays



Coal-tar color-containing hair-dye products

3.  Some products require explicit warnings but not specific wording.



Depilatories and hair straighteners (highly alkaline)



Shampoos, rinses and conditioners  (can irritate eyes)



Nail builders  (can cause irritation, inflammation, infection)



Flammable products, such as some aerosols

FDA’s website is very informative and easy to read and understand:   www.cfsan.fda.gov/~dms/cos-labl.html

Additional labeling information:

Information must be 

prominent and 

appear in appropriate locations on the label  

Regulations for lettering size and location are based on container size

Expiration dates are not required in the U.S.

In Europe, products must indicate the shelf life after being opened.


Manufacturers are expected to assess shelf life

The 10 most unusual cosmetic ingredient sources:

1. Placenta (sheep)   


stimulates tissue growth, reduces wrinkles, 







good for hair
2. Whale vomit (Ambergris)    
fixative in perfume; sweet, earthy odor
3.  Cochineal beetles      

red dye for lipsticks and creams
4.  Waste cooking oil     
source of surfactant to regenerate damaged skin
5.  Human breast milk


for soap
6. Bird poop (Nightingale)

for a deep cleansing facial
7.  Bull semen



protein for shiny hair
8.  Snake venom



for anti-wrinkle creams; compare to Botox
9.  Chicken bone marrow

source of glucosamine
 10.  Cow dung



makes a vanilla fragrance
Source:  The Beauty Brains, 7-23-08


http://thebeautybrains.com/2008/07/23/the-10-strangest-ingredients-used-in-cosmetics/
http://thebeautybrains.com/2008/07/23/the-10-strangest-ingredients-used-in-cosmetics/
The 10 Strangest Ingredients Used in Cosmetics
10. Placenta - The life giving uterus lining expelled after birth has been used in some beauty care products for years.  Various manufacturers claim it helps stimulate tissue growth, reduces wrinkles and is good for your hair.  Unfortunately, none of those claims have ever been proven.

http://thebeautybrains.com/2007/05/13/celebrate-mothers-day-with-a-face-full-of-placenta/
9. Whale vomit - This material called Ambergris is useful as a fixative in perfumes. It has a sweet, earthy odor and is usually found washed up on a beach in South America or Australia. It has mostly been replaced by synthetic alternatives.  In the US, possession of ambergris is a violation of the Endangered Species Act of 1978 and could result in significant fines and even some jail time.

http://www.cosmeticsdesign-europe.com/news/printNewsBis.asp?id=86117
8. Cochineal beetles - When you need a nice red color, you can drown a few of these buggers in some hot water, dry them out and pulverize them. The deep crimson dye is versatile enough to be used in skin creams, lipsticks and almost any other beauty product.     http://en.wikipedia.org/wiki/Cochineal
7. Waste cooking oil - Scientists say that a surfactant can be made from spent cooking oil that will help regenerate damaged skin. So the next time you order a burger don’t be surprised if you hear “Do you want a facial with that?”  http://thebeautybrains.com/2007/03/18/from-the-deep-fat-fryer-to-your-face/
6. Human breast milk - It could be a gimmick but some people swear by using human breast milk to make soap. Is this something you would try?

http://thebeautybrains.com/2008/03/25/breast-milk-soap-appealing-or-appalling/
5. Bird poop - Ever heard of a Geisha Facial? It features deep cleansing, $180 price tag, and a big scoop of Nightingale bird poop. Supposedly the uric acid is supposed to be great for your face. Perhaps it is but you certainly don’t need to smear bird droppings on yourself to get it.

http://www.shizukany.com/geisha-facial.htm
4. Bull semen - Want shiny hair? Then a few salons in Europe think they have exactly what you need. Protein from bull semen is supposed to give amazing results. I’m skeptical it will give you anything more than a stiff hair cut.

http://www.cosmeticsdesign-europe.com/news/ng.asp?n=74931&m=2CDE314&c=mmuzaowdybqbquj
3. Snake venom - One of the most ridiculous new ingredients for keeping wrinkles at bay is snake venom. Cosmetic makers who use this stuff hope that you’ll connect the Botox poison with snake poison and figure both must work wonders on wrinkles. Despite what Jamie Pressly might think, snake venom hasn’t been shown to have any positive improvement in wrinkle creams.

http://www.realself.com/blog/Jaime_Pressly_snake_venom.html
2. Chicken bone marrow - Supposed to be a good source of glucosamine but how that helps your cosmetic remains a mystery. But people still use chicken bone marrow but they rarely advertise it as such.   http://www.bioprex.com/neutraceutical1.html
1. Cow dung - It turns out you can make an incredibly pleasant smelling vanilla fragrance from extracts of cow dung. It’s not just a fertilizer any more.

http://thebeautybrains.com/2007/06/19/which-of-these-materials-is-not-being-used-in-cosmetic-products-answers/
Group Summary:  Lowdown on Labels

Types of claims found on personal care products:

1.  Claims about ingredients:

2.  Claims about product function:

3.   Claims about safety:

4.   Claims about testing, the container, or environmental impact:

Cosmetic Facts and Fictions

1.    T   F    
Eye cosmetics have caused blindness and death.

2.    T   F    
The Food and Drug Administration (FDA) is responsible for enforcing laws related to drugs and cosmetics.  By FDA’s definition of cosmetics, skin care lotion and mascara are cosmetics but mouthwash and shampoo are not.

3.    T   F    
Dandruff shampoo is both a cosmetic and a drug.

4.   T   F    
Because cosmetics are so broadly used, FDA regulates them to the same extent as drugs.

5.   T   F    
Colorings in cosmetics must be government approved, but the other ingredients don’t have to be approved before use.

6.   T   F    
A person with allergies will have fewer problems with products labeled as “hypo-allergenic” and “dermatologist tested”.

7.   T   F    
A product can be labeled “not tested in animals” even if all of the ingredients have been tested in animals.

8.    T   F    
Products with “active ingredients” are more potent products.

9.    T   F    
FDA must obtain a court order before it can remove drugs and cosmetics from the marketplace.

10.  T   F   
FDA tells cosmetic manufacturers which safety tests are required before marketing.

Cosmetic Facts and Fictions

1.   T 
    Eye cosmetics have caused blindness and death.

      In the 1930’s, Lash-Lure, an eyelash dye, caused allergic reactions in many women in the U.S.  Severe reactions caused the death of one woman and blinded another.  FDA now prohibits the use of hair dyes (natural or synthetic color additives) for eyebrow and eyelash tinting or dyeing, even in beauty salons.



See the poster about Lash Lure that was prepared for “The American Chamber of Horrors”, an exhibit of products exemplifying the need to update the 1906 Food and Drug Act.




     



     OH TG1.8


Problems with Lash Lure, and other consumer products, prompted 


passage of 1938 Food, Drug and Cosmetic Act.



            TG1.9
2.   F        The Food and Drug Administration (FDA) is responsible for enforcing laws related to drugs and cosmetics.  By FDA’s definition of cosmetics, skin care 

lotion and mascara are cosmetics but mouthwash and shampoo are not.











    OH TG1.10












 



The Food, Drug and Cosmetic Act of 1938 defines cosmetics as products, 

other than soap, that are applied to the body for cleansing, beautifying, promoting attractiveness or altering the appearance.



FDA has classified cosmetics into 13 categories:


Skin care (creams, lotions, powders, sprays)

 

Tanning products


Makeup other than eye (e.g., lipstick, foundation, blush)

Fragrances


Shampoos, permanent waves, other hair products


Eye makeup


Baby products (e.g., shampoos, lotions, powders)


Manicure products


Bath oils and bubble baths





Deodorants


Hair coloring preparations





Shaving products


Mouthwash


    Two important points about the legal definition of cosmetics:

1. The definition restricts the claims that can be made about these products.  Claims that go beyond the defined purposes may make the product a “drug”.

2. A product that is defined as a “cosmetic” by the law, is regulated by the laws governing “cosmetics”.

       OH TG1.11
Soap was given a very specific definition and excluded from being a cosmetic.
3.   T       Dandruff shampoo is both a cosmetic and a drug.
   

        OH TG1.12
Products that are both cosmetics and drugs are dandruff shampoos, fluoride toothpastes, antiperspirant deodorants, and foundations and tanning preparations that contain sunscreens. 


FDA’s definitions for “cosmetics” and “drugs” restrict the claims that can be made


     for those products.







       OH TG1.13
The claims, or intended use, for a product determine if it is a cosmetic or a drug.  A product that promotes attractiveness AND therapeutic benefits, is both a drug and a cosmetic.  It must follow the regulations of both categories of products. 

4.   F 
Because cosmetics are so broadly used, FDA regulates them to the same extent as drugs.








       OH TG1.14



FDA defines and regulates both drugs and cosmetics, but drugs are regulated much more extensively than cosmetics.



    



The safety and effectiveness of drugs must be approved by FDA before marketing.  That is not required of cosmetics.  Except for a few prohibited ingredients, a cosmetic manufacturer can use any ingredient or raw material and market the product without prior government approval.  By law, cosmetics must be safe but the manufacturer does not have to prove that safety testing was done unless FDA requests evidence for those tests, often because of consumer complaints.



Cosmetic companies don’t have to register their manufacturing facilities with the FDA or follow the same strict manufacturing requirements of drugs.
5.   T        Colorings in cosmetics must be government approved, but the other ingredients 
     don’t have to be approved before use.




       OH TG1.15
By law, manufacturers must prove that their colors are safe.  Every batch of color additive from petroleum and coal sources that is made or sold in the US must be approved by the FDA before distribution and use.  Some colorings are approved for use only in drugs and cosmetics (D&C) and others are approved for foods, drugs and cosmetics (FD&C).  Since 1993, FDA certified colors must be included on labels.


Cosmetic manufacturers are required to market only safe products but the ingredients don’t have to be FDA approved before marketing.

 6.  F       A person with allergies will have fewer problems with products labeled as “hypo-allergenic” and “dermatologist tested”.











        OH TG1.16



There are no standardized tests or definitions for “hypoallergenic” or  “dermatologist tested”, likewise for “moisturizes”, or “natural”.   There is no 

guarantee that products with these claims are any better than products without 

these claims.

7.   T        A product can be labeled “not tested in animals” even if all of the ingredients have been tested in animals.











        OH TG1.16



A product can be labeled “not tested in animals” if: 

a. the individual ingredients, but not the finished product, have been tested in animals,

b. If someone other than the manufacturer did the animal testing, or

c. The animal testing was done more than five years ago.
d. There are no new unique ingredients so animal testing isn’t needed
8.   F        Products with “active ingredients” are more potent products.


Any product with “Active Ingredients” is a drug but that label carries no guarantee of potency.  The “active ingredients” must be listed separately (in alphabetical order) from the other ingredients (listed in decreasing quantity).



"Active Ingredients" are those ingredients responsible for the product's therapeutic function.  The "Inactive Ingredients" or "Other Ingredients" still have a function (e.g., emulsifier, moisturizer, etc) but not a therapeutic/drug function.


Teacher:  Ask if any of the products investigated by students have “active” ingredients.

9.   F        FDA must obtain a court order before it can remove drugs and cosmetics from the marketplace.



The FDA may remove a drug from the market if it is harmful.  However, FDA must get a court judgment against the manufacturer before a harmful or mislabeled cosmetic can be removed from the market place.



The legal terms used as the basis for a cosmetic recall are “adulterated” or “misbranded”.  A cosmetic is adulterated if it is contaminated or contains harmful substances.  A cosmetic is misbranded if the label is false or misleading.

Consumers should report harmful or mislabeled products to their local FDA office. When FDA hears of multiple complaints, it will investigate.

In the Seattle area, call:  FDA Consumer Complaints,  206-553-7001


      There are multiple government agencies that regulate product safety.     OH TG1.17

10.  F       FDA tells cosmetic manufacturers which safety tests are required before marketing.







  
                    OH TG1.18


By law, manufacturers can market only safe and properly labeled products.  The manufacturer can determine what safety tests are done.  However, if FDA investigates a product due to consumer complaints, the standard of safety testing it would expect would be similar to tests required of drugs.



If safety tests have not been done, a warning statement must appear on the label. If the required warning is not present, then the product is misbranded.

Lash Lure – Promises and Problems



In 1933, women were blinded and one woman died from a bacterial infection after using the eye lash dye Lash Lure, which contained an untested chemical, p-phenylenediamine.  The dye contained 25-30 times the amount of aniline in hair dyes.  The chemical caused blisters and ulcers.  At the time, there were no regulations to ensure safety of products.

The illustration shows an ad for Lash Lure that reads, "The New and Improved Eye Brow and Eye Lash Dye. Lash Lure. Radiates Personality." Then there are two pictures. One shows a beautiful woman under the words, "This is the manufacturer's version of the effect of this aniline eyelash dye." The second picture was taken of a woman after the dye had been applied and shows the destruction of her eyeballs by the product. The text for the second picture reads, "Total blindness was its actual effect in at least one instance."

Prepared for “The American Chamber of Horrors”, an exhibit of products exemplifying the need to update the 1906 Food and Drug Act.

http://www.fda.gov/oc/history/historyoffda/longdiscriptions/lashlure.html
     http://www.uac.arizona.edu/VSC443/Alternmethod/Fdapap03.htm
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Historical Cosmetic Products 

Ancient times:

http://www.cosmeticsinfo.org/history3.php
4000 BCE:  Egyptions used make up from copper and lead and eye make up from burnt almonds, oxidized copper, different colored copper ores, lead, ash and ochre

3000 BCE:  Chinese stained their fingernails with gum arabic, gelatin, beeswax, and egg.

Grecian women painted their faces with white lead and applied crushed mulberries as rouge.

1000 BCE:  Grecians whitened their complexion with chalk or lead face powder;  lipstick was made from ochre clays laced with red iron.

100 AD:  In Rome, barley flour and butter was put on pimples; sheep fat and blood were used to color fingernails

Victorian era:

http://ww.fortklock.com/cosmeticshygiene.htm
Lip color and rouge from red mercuric sulfide

Hair and skin powder from lead

Ceruse – skin whitening powder from white lead and vinegar

Eyeliner and mascara from coal tar

Facial peel – mercury face wash

Enlarge pupils of the eye – belladonna

Eye liner and brow and lash darkener – powdered antimony (III) trisulfide [Sb2S3] in fat (“kohl”) 
Colonial Times:

http://ww.fortklock.com/cosmeticshygiene.htm
Cosmetics for ceremonial purposes or magical protection

Fragrances to cover up the smell from poor hygiene practices

Hair mousse – lard

Skin cream – bacon grease or lard

Lip and cheek color – beet juice with lard or talc, chalk or corn starch

Skin lightening - flour

BAD Products in the early 1900’s:

http://www.uac.arizona.edu/VSC443/Alternmethod/Fdapap03.htm 

Anti-Mole = 50% nitric acid, 25% glacial acetic acid

Berry’s Freckle Ointment = 12% mercury

Bleachodent (for teeth) = hydrochloric and sulphuric acid 

Dr. Dennis’s Compound (dry shampoo) = chloral hydrate 

Dewsberry Hair Tonic (for itchy scalp)  = copper chloride and pryogallic acid

Whisker dyes = excessive silver

Whisker removers = lead acetate
Product and advertising deception in the U.S. in the early 1900’s:

“American Chamber of Horrors” by Ruth DeForest Lamb.  Farrar & Rinehart Inc. publishers, NY. 1936.
Harmful products prompted passage of the Food, Drug and Cosmetics Act in 1938



Covered cosmetics and medical devices.



Drugs had to be proven safe to FDA before marketing.



Outlawed bogus therapeutic claims for drugs.

Food, Drug and Cosmetic Act of 1938

Definition of “cosmetics”:



Products, other than soap, that are applied to the body for cleansing, beautifying, promoting attractiveness or altering the appearance.

FDA has classified “cosmetics” into 13 categories:

1.   Skin care (creams, lotions, powders, and sprays)

2.   Fragrances

3.   Eye makeup

4.   Manicure products

5.   Makeup other than eye (e.g., lipstick, foundation and blush)

6.   Hair coloring preparations

7.   Shampoos, permanent waves, and other hair products

8.   Deodorants

9.   Shaving products

10.  Baby products (e.g., shampoos, lotions, and powders)

11.  Bath oils and bubble baths

12.  Mouthwashes

13.  Tanning products

Food, Drug and Cosmetic Act of 1938

The regulatory definition of soap is different 

   from the way most people use the word.

Definition of "soap":

· The bulk of the nonvolatile matter in the product consists of an alkali 

salt of fatty acids and the product's detergent properties are due to 

the alkali-fatty acid compounds, and

· The product is labeled, sold, and represented solely as soap.

EXAMPLES:

1.  If a product …

· does not consist primarily of alkali salts of fatty acid,

· is intended solely for cleansing the human body, and

· has the characteristics consumers generally associate with soap,

… it may be labeled as soap, but it is regulated as a cosmetic.

2.  If a product …

· consists primarily of an alkali salt of fatty acid and 

· makes no label claim other than cleansing the human body

… it is not considered a cosmetic under the law.

3.  If a product …

· is used for cleansing the human body,

· is not labeled as a soap

… it is probably a synthetic detergent and it is regulated as a cosmetic.

Ordinary soap is regulated by the Consumer Product Safety Commission.

Food, Drug and Cosmetic Act of 1938

Definition of “drugs”:


The DEFINITION is important!

· Claims and intended use determine the category and regulations.

· Cosmetics that make claims that fall under the definition of “drugs” are classified and regulated as BOTH cosmetics and drugs.

“Cosmetics” that are also “Drugs”:

products that promote attractiveness and have therapeutic benefits

Dandruff shampoos

Fluoride toothpastes

Antiperspirant deodorants

Foundations and tanning preparations

that contain sunscreens

What’s in a claim?

EXAMPLE 1:

Fragrances (perfumes) are products that FDA defines as “cosmetics”.  

You are a perfume manufacturer and you are developing the label and marketing strategy for

your new perfume.

Your V.P. of Business Development suggests that you claim:

“This perfume will make you feel more attractive.”

Your V.P. of Marketing thinks you can get a bigger market share if you claim:

“This perfume will make you feel more attractive

        and it will help you quit smoking.”

After all, it worked for his wife.

Which claim should you put on your new cosmetic?

EXAMPLE 2:

It is hard to convince people to wear their sunscreen, so it is not surprising that facial wrinkles associated with chronic sun exposure, and the natural aging process, can be everyone’s potential problem.

As part of your current cosmetic line, you have developed a wonderful moisturizer with a “special” ingredient.  

Exactly which phrase should you put prominently on the product label?

1.     “Reduces fine facial wrinkles”

or

      2.   “Helps to reduce the appearance of fine lines”
Claims Make a Difference!

EXAMPLE 1:

Fragrances (perfumes) are products that FDA defines as “cosmetics”.  

You are a perfume manufacturer and you are developing the label and marketing strategy for

your new perfume.

Your V.P. of Business Development suggests that you claim:

“This perfume will make you feel more attractive.”

Your V.P. of Marketing thinks you can get a bigger market share if you claim:

“This perfume will make you feel more attractive and it will help you quit smoking.”

After all, it worked for his wife.

Which claim should you put on your new cosmetic?

DECISION:


If you take your V.P. of Marketing’s advice, your perfume will be regulated 


as a cosmetic and a drug.

EXAMPLE 2:

It is hard to convince people to wear their sunscreen, so it is not surprising that facial wrinkles associated with chronic sun exposure, and the natural aging process, can be everyone’s potential problem.

As part of your current cosmetic line, you have developed a wonderful moisturizer with a “special” ingredient.  

Exactly which phrase should you put prominently on the product label?

1.   “Reduces fine facial wrinkles”

or
 2.   “Helps to reduce the appearance of fine lines”

DECISION:

Only statement 2 would be allowed as a cosmetic claim.

As of 7/07, only Renova (from J&J) and Avage (from Allergan) have been approved as drugs to reduce wrinkles.  Both contain Vitamin A precursors. 

Vitamin A is thought to stimulate collagen production in the skin.

Regulatory Differences Between “Cosmetics” and “Drugs”

FDA’s Definitions:

Cosmetics:
Products, other than soap, that are applied to the body for cleansing, beautifying, promoting attractiveness or altering the appearance.

Drugs:
Products that are intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease and are intended to affect structure or function of the human body.

Regulation




Cosmetics



Drugs                              
Pre-market approval by FDA,

Not required



Required


including label, safety,

and efficacy review
Safety evaluation



Required, but not reviewed

Required and reviewed

Labeling





Ingredients




Active Ingredients and














Other Ingredients

Claims





Not pre-approved


Must be proven & approved
Manufacturing requirements

Voluntary registration


Mandatory registration








of manufacturing site


of manufacturing site








No required manufacturing

Must follow specific








rules





manufacturing practices

Product recall




FDA can request;


FDA can require








Recall requires court order

Cosmetic Ingredients

Color additives:

If from petroleum and coal sources, they must be approved by the FDA before distribution and use.


"D&C" colors - those approved for drugs and cosmetics


"FD&C" colors - those approved for food, drugs and cosmetics

Cosmetic products must be safe but the non-color ingredients don't have to be approved before use.

Banned (8) & Restricted (3) Ingredients that cannot be used in cosmetics:


Bithionol


Chlorofluorocarbon propellants


Chloroform


Haloginated salicylanilides


Methylene chloride


Vinyl chloride


Zirconium-containing complexes in aerosol cosmetics

Prohibited cattle materials

Mercury compounds 


Hexachlorophene

Sunscreen compounds
http://www.fda.gov/Cosmetics/ProductandIngredientSafety/SelectedCosmeticIngredients/ucm127406.htm
Cosmetic Claims and Their Meaning

Hypo-allergenic       = less likely to cause allergy;  no recognized standard for this claim

Dermatologist Approved   = no recognized standard for this claim

Natural                      = may mean derived from a naturally occurring substance;  

no recognized standard for this claim;  does not necessarily mean safe or of high quality

Moisturizing             = no recognized standard for this claim

Fragrance Free        = these products may contain small amounts of fragrance to mask the smell of soap, wax or other unpleasant odors

Non-comedogenic  = product doesn’t contain common pore-clogging ingredients that could lead to acne;  no recognized standard for this claim

Not tested in animals    = wording varies and may differ from consumer perception

· ingredients may have been tested in animals but the final product was not;  

· the manufacturer may not have done animal testing, but another company did it for them;  

· the animal testing may have been done more than five years ago

· no new, unique ingredients; animal testing not needed

Cruelty Free             = implies that animal studies are cruel; in actuality, studies must be approved and demonstrate appropriate care and treatment of animals

The latest  claims…

Organic  =  no national standards for cosmetic products; 

California has state guidelines for personal care products;

       

USDA National Organic Program is for agricultural/food products
       

Organizations developing certification programs for cosmetics

(cover ingredients, label, and manufacturing process)

                                    -  OASIS (Organic and Sustainable Industry Standards)

    

-  Certech Registration Inc. in Canada  



-  NSF International



-  Ecocert in France

‘Sustainable’, ‘green’, or ‘eco-friendly’ packaging and manufacturing =


Using renewable and recycled products, manufacturing with renewable energy, using recyclable packaging

Products for cancer patients = for irritation from radiation or chemotherapy

       
No proof that they are better than other products [like Cetaphil]
       
Product lines such as 

Lindi Skin




Jeans Cream




Alra

“High Tech – Science Imagery”

- Stem cell technology = advertise the regenerative power of stem cells

     
“awake your body’s reservoir of undifferentiated stem cells”



Amatokin face cream by Voss Laboratories, Utah

- Nanoparticles = particles of 100 m or less


Small size results in different properties   (good?  better?  safe?)


606 consumer products with nanotechnology base:


       95 cosmetics, 86 personal care products, 29 sunscreens


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

- Neuropeptides  = inhibit muscle contractions therefore decrease wrinkles and fine lines in a manner similar to botox injections
PRODUCT SAFETY OVERSIGHT

Key regulator of cosmetics:

US Food and Drug Administration (FDA)

Center for Food Safety and Applied Nutrition (CFSAN)

FDA has authority for 

a. Cosmetic products and ingredients

b. Labeling requirements and label claims

c. Specific guidance on recall policies

d. Bans on ingredients
SUMMARY OF REGULATORY AGENCIES

Agency


Regulatory Role and Products Regulated

Food and Drug

  Ensures that all drugs and food additives are efficacious and safe. 

Administration (FDA)
  Regulates food, medicinal drugs and cosmetics

Federal Trade 

  Bureau of Consumer Protection works to prevent fraud, deception,
Commission (FTC)

  and unfair business practices in the marketplace.  FTC administers laws 





  that require truthful advertising in newspapers, magazines, TV and

the internet.  The FTC does not regulate product labeling.   http://www.ftc.gov/ftc/about.shtm

Environmental Protection
  Governs release of chemicals into the environment to protect soil, Agency (EPA)

  water, and air; regulates hazardous chemical cleanup. 

  Regulates pesticides, insecticides, herbicides, fungicides, rodenticides, 

  disinfectants, chlorine bleach, mildew removers, wood preservatives,   industrial chemicals, air & water pollutants,

Consumer Product

  Works to reduce injury from consumer products:  soap, cleaners, 

Safety Commission

  non-chlorine bleach, wood finishes, other household items except 

(CPSC)


  food, drugs, and personal care products

Occupational Health &
  Responsible for maintenance of safe workplaces; establishes rules to 

Safety Administration
  limit exposure to chemicals in the workplace

(OHSA)

Cosmetic Safety Testing

· By law, cosmetic products must be safe and properly labeled.

Cosmetics must not be "adulterated" or "misbranded"
· FDA does not specifically tell the manufacturer which safety tests must be done.


FDA expects safety testing to be reasonable and adequate.

In Feb. 2005, FDA told companies that it would be 



developing guidelines for safety testing but it has not



happened yet.


Safety test results are not FDA-approved before marketing.


Manufacturers are expected to assess shelf life but no



expiration date is required on products in the U.S.


In Europe, products must indicate the shelf life after the product 



has been opened.

· If safety testing has not been done, the manufacturer must include a warning label.


WARNING:  The safety of this product has not been determined.

Group Summary:  Lowdown on Labels

Group:______________________________                 
Date:______________Period: ____

Answer the following questions by collecting answers from all members of the group.

1. Why do you, and members of your group, buy particular personal care products?

2.  What information is found on the label of a personal care product?

3.   What types of claims did you find on your products?

4. How do you know if the manufacturer’s claims are true?

5. What cautions or warnings were found on your products?

6. For homework, you were asked to list ingredients in your favorite lotion, cream, shampoo or sunscreen and determine their function (question 4 on “Taking a Good Look”).  

Compare the ingredient lists from all members of your group to determine the average number of ingredients in the following product categories and the average number of ingredients with identified functions.

      Fill in the table on page 2.

Group Summary:  Lowdown on Labels  (continued)  

Record the number of ingredients in products from each member of your group.

     

Lotions/Creams
 
Shampoos


Sunscreens



 # Ingred.


# Ingred.


# Ingred.

Student        # Ingred.     w/function
      # Ingred.    w/function         # Ingred.      w/function
#1
            ______     ______

______     ______
      ______     ______

#2
            ______     ______

______     ______
      ______     ______

#3
            ______     ______

______     ______
      ______     ______

#4
            ______     ______

______     ______
      ______     ______

#5
            ______     ______

______     ______
      ______     ______

Group

Total:
            ______     ______

______     ______
      ______     ______

Group

Average (# ingredients divided by # of products):

           ______     ______

______     ______
      ______     ______

If your group doesn’t have a product in one of the categories, use a sample product/container (if provided) to get ingredient information, or record a zero.

Regulatory Differences Between “Cosmetics” and “Drugs”

FDA’s Definitions:

Cosmetics:
Products, other than soap, that are applied to the body for cleansing, beautifying, promoting attractiveness or altering the appearance.
Drugs:
Products that are intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease and are intended to affect structure or function of the human body.

Regulation




Cosmetics



Drugs                               .                                  

Pre-market approval by FDA,




including label, safety,

and efficacy review
Safety evaluation





Labeling







Claims







Manufacturing requirements



Product recall






Lotion Logistics
NAME:  ___________________________


DATE: __________  Period: ______

1.  Read the instructions for preparing the skin care lotion.  Use the back of this page and design a flow chart for the lotion preparation in class tomorrow.

2. Use the “Cosmetic Ingredients and Functions” sheet (given to you with yesterday’s 

homework assignment) to determine the function of the lotion’s ingredients.  


Ingredient


Function

a.
Water


____________________

b.   
Borax


____________________

c.
Beeswax

____________________

d.
Mineral oil

____________________

e. 
Coconut oil

____________________

3. Identify which ingredient(s) will be responsible for enabling the oils and wax to stay “mixed” with the water.

4. Extra credit:

Determine the approximate ratio of water to oil/wax in the lotion recipe.

Reference:

4 Tablespoons = 1/4 cup

3 teaspoons = 1 Tablespoon

Skin Care Lotion

                                                                 Ingredients

U.S. Measurements



            
     Metric Measurements
1/4 cup                       
    Tap water (room temp.)
       60        mls


1/8 teaspoon (tsp)      
    Borax powder

     375        milligrams



3 Tablespoons (Tbs)  
    Beeswax


       24        grams

1/2 cup 
           
    Mineral oil


     120        mls

1 teaspoon (tsp)          
    Coconut oil


         5        mls

1-4 drops 

    Fragrances (optional):



    



    Almond 

Lilac





   



    Forest Rain

Lemon




   



    Rose Oriental
Vanilla

Instructions:
You will work in groups to prepare the lotion.  Assign yourselves a letter (A, B, C, or D) and carry out the steps indicated below.  The ingredients will be at your lab bench or at a central area.

Priorities:

1. Turn on the heat for the hot plate (approximately 350) so it can begin warming up.

2. Get the oils and beeswax heating as soon as possible.

Student(s) 

A
      1.  Turn on heat for the hot plate (approximate 350).

D
      2.  Cover the bench top with disposable pad, if needed.

C               3.  Measure 1/4 cup water (room temperature) and pour into plastic beaker.  

D               4.  Measure 1/8 tsp borax and pour into the plastic beaker with water.

    
Stir with plastic spoon until dissolved (approx. 2-5 minutes, depending on how warm the water is).

A               5.  Measure 1/2 cup mineral oil. Add to glass beaker.  

Place the beaker on hot plate to begin heating (at approx. 350).

B               6.  Measure 1 tsp coconut oil.  Add to mineral oil in glass beaker. Begin stirring with the wooden stirrer.

A
     7.  Measure 3 Tbs beeswax.  Add to the oils in the glass beaker.   

B
         Continue stirring with wooden stirrer until beeswax is melted. 

The oils should NOT boil.

 WARNING:  The surface of the hot plate will be HOT.  Do not touch.

Skin Care Lotion Instructions:

All             8. While oils and beeswax are heating, use the felt tip pen to label vials (2 per person) with your name and fragrance to be used. (See choices under ingredients)

B               9.  Using a potholder, remove the glass beaker from the hot plate and place it on the table.  Turn off heat.

C              10. All students should watch this step –  this is the emulsion formation!

  Pour the borax/water solution slowly into the oils and stir constantly with a plastic  spoon until creamy (approximately 5-10 minutes).  Lotion will get thicker as it cools.

A              
Optional:  To cool and thicken the lotion more quickly, prepare a container with ice 

or cold water in which the beaker can sit while the lotion is being stirred.  

B, D          11. Divide the lotion into 8 vials  (2 vials per student) using the plastic spoons. 

All            12.  Add ONLY 1-4 drops of the desired fragrance to each vial.  The fragrance bottle dispenses one drop at a time.  The fragrance oils are very concentrated.  

Keep fragrance bottles capped when not in use.

            Stir with a toothpick and evaluate.  


            Add more fragrance, if needed.  Do not mix up the caps on the fragrance bottles.

All            13.  There are paper towels and cleaning supplies in a central area.

   Clean up:  wipe beakers, spoons and spatulas with paper towels to remove excess lotion before washing; clean the table tops, close the ingredient and fragrance containers.   
   Don’t discard the plastic spoons or the wooden stirrers!

Please Note:

a.  Do Not Eat this lotion even though it is made with common kitchen utensils!

b.  This product contains no preservatives (anti-bacterial agents).  Store in an airtight

      container in a cool place.  Do not use if smell or color changes.

Materials at each station:

1  Lotion flow chart in plastic cover
1  Lotion recipe in plastic cover


4  Plastic spoons

1  Heating plate




1  Spatula

1  Wooden Stirrer






1  Glass beaker (400 ml)



2  Hot pads/ potholders

1  Plastic beaker (250 ml)



8  Individual lotion containers with lids

1  Plastic water bottle




1  Felt tip pen

2  Measuring cups (1 c. & ½ c. OR ½ c. & ¼ c.
Toothpics

3  Measuring spoons (1 Tbs, 1 tsp, 1/4 tsp)

1  Bench cover pad

History of Cosmetic Regulations

“Image is what the cosmetic industry sells through its products, and it’s up to the consumer to believe it or not.”  John Bailey, Ph.D. , Director, FDA’s division of color and cosmetics, 1992.

“Congress intended to safeguard the health and economic interests of consumers but it also meant to protect a manufacturer’s right to market a product free of excessive government regulation.”  Judith Foulke, FDA Consumer Magazine, 1992.

Who needs regulations?

“Artificial colors contain poisonous lead, arsenic and mercury.”

“Death and blindness result from eyelash dye.”

“Children get sick from the coloring used in their Halloween candy.”

Sound like hysterical claims or science fiction?  Unfortunately, they are true incidences.  It took tragedy to spur the Unites States congress to pass the Food, Drug and Cosmetics Act in 1938 to ensure better safety for food, drugs and cosmetics.  The FDA’s regulatory emphasis was only on food prior to 1938.  (www.fda.gov/oc/history/historyoffda/default.htm)

In 1900, many foods, drugs and cosmetics in the US were artificially colored and included compounds such as lead, arsenic, and mercury.   It is now against the law to distribute cosmetics with poisonous or harmful substances that might injure users under normal conditions.


Lash Lure, an eyelash dye, caused allergic reactions, blisters, and ulcers in many women.  Severe reactions caused the death of one woman (from a bacterial infection) and blinded another in the 1930’s.  FDA now prohibits the use of hair dyes (natural or synthetic color additives) for eyebrow and eyelash tinting or dyeing, even in beauty salons and other establishments.  

In 1950, many children became ill with diarrhea from eating an orange Halloween candy containing large amounts (1-2%) of FD&C Orange No. 1.  It was a color additive approved for use in food but safe tolerance limits had not been set.  In 1960, the law was amended to allow FDA to set limits on color additives.

Definition of Cosmetics and Drugs  (Food, Drug and Cosmetic Act, 1938)

You may think of cosmetics as eye makeup, lipstick and foundation creams.  But FDA has a much broader definition.  Cosmetics are articles other than soap which are intended to be rubbed, poured, sprinkled, or sprayed on, introduced into, or otherwise applied to the human body for cleansing, beautifying, promoting attractiveness or altering the appearance.

FDA has classified cosmetics into 13 categories:



Tanning products


Skin care (creams, lotions, powders, sprays)



Fragrances


Makeup other than eye (e.g., lipstick, foundation and blush)

Eye makeup


Shampoos, permanent waves, and other hair products

Manicure products


Baby products (e.g., shampoos, lotions and powders)

Deodorants


Bath oils and bubble baths





Shaving products


Hair coloring preparations





Mouthwashes


Except for color additives and a few prohibited ingredients, a cosmetic manufacturer may use any ingredient or raw material and market the final product without prior government approval.  Companies are not required to substantiate performance claims or conduct safety testing, but if safety testing has not been done, the product’s label must include a warning.  Terms (e.g., natural; hypo-allergenic; dermatologist tested) used to describe products may have market value for the manufacturer, but very little medical value since there are no official definitions.  The label must list ingredients in descending order of amount.  Trade secrets, fragrances and flavors do not have to be specifically listed.


Cosmetic labels are not required to have expiration dates, however, manufacturers are responsible for assessing shelf life as part of their safety determination.


The FDA maintains a voluntary registry of cosmetic manufacturing plants, cosmetic formulas and reports of adverse reactions.  If adverse reactions or complaints are received from consumers, the FDA can investigate.  FDA must prove in a court of law that a product is harmful or improperly labeled before it can remove the product from the market.

Drugs are defined as products that are intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease and, are intended to affect structure or function of the human body.  A cosmetic that makes therapeutic claims is regulated as a drug AND a cosmetic and must meet the labeling requirements of both.  Drugs must list “active ingredients” – the chemicals that make the product effective – separate from the other ingredients.  Active ingredients are listed in alphabetical order; cosmetic ingredients are listed in descending order of abundance.  Examples of products that are both cosmetics and drugs are dandruff shampoos, fluoride toothpastes, antiperspirant deodorants, and foundations and tanning preparations that contain sunscreens.  It is the claim or intended use that defines a product as a “cosmetic” or a “drug”.


A drug must be scientifically proven safe and effective for its therapeutic claim prior to marketing, which is in contrast to cosmetics.  Drugs must be manufactured under strict, regulated procedures but there are no regulated manufacturing requirements for cosmetics. 


Over-the-counter (OTC) drugs are products that are classified and regulated as drugs but they don’t require a prescription.  Many OTC drugs were previously prescription drugs before being approved by FDA for OTC status.  Scientific studies demonstrating safety and effectiveness must be submitted to FDA for OTC drug approval.


Soap is a special category in the Food, Drug and Cosmetic Act.  It is excluded from being a cosmetic if it consists primarily of an alkali salt of fatty acid and makes no claim other than cleansing the body.  Soaps are regulated by the Consumer Product Safety Commission.

Reference:

FDA Center for Food Safety and Applied Nutrition, www.cfsan.fda.gov/~dms/cos-pol.html
Lesson 1 Website Resources

Consumer Information and Product Evaluation Websites

www.thebeautybrains.com

Two cosmetic chemists maintain this blog and answer consumer questions about product ingredients, functions, and advertising claims.  The website is sponsored by advertisers but the chemists have no products to sell, are objective and chemically very knowledgeable.

www.smartskincare.com

Authored by a PhD scientist with expertise in skin aging.  It is an independent skin care resource that evaluates skin care products and procedures.  The site includes information about the biology of skin, skin aging, and products.

www.cosmeticscop.com

This site has a cosmetic ingredient dictionary and educational information on skin care facts and misleading advertising statements.

www.consumersearch.com

Reviews of selected personal care products by brand (shampoo, sunless tanning, sunscreen, toothpaste, facial moisturizers).  Some background information about the function of ingredients is provided.  

www.cosmeticsdesign-europe.com/

News on cosmetics formulations, products and packaging from Europe.  Weekly electronic newsletter is available.  CAUTION:  Industry stories need to be critically evaluated for scientific merit.

Food and Drug Administration

http://www.cfsan.fda.gov/~dms/cos-pol.html

Main page for cosmetic information with links to consumer and industry topics

http://www.cfsan.fda.gov/~dms/cos-lbl.html

Cosmetic labeling and labeling claims

http://www.fda.gov/oc/history/historyoffda/default.htm


History of FDA

History of Cosmetics and Regulations

http://www.uac.arizona.edu/VSC443/Alternmethod/Fdapap03.htm
Includes a very good summary of a variety of cosmetic products that caused harm before the 1938 Food, Drug and Cosmetic Act was enacted.
http://www.fortklock.com/cosmeticshygiene.htm

Description of cosmetics and hygiene practices in early European and colonial times.
http://www.cosmeticsinfo.org/history.php

History of cosmetics in US and in ancient world

http://www.cosmeticsinfo.org//history2.php


US cosmetics industry developments

History of Animals in Research

http://www.libraryindex.com/pages/2180/Research-Animals-HISTORY.html
Product Safety Testing – also see R3.1 and articles under Tab 8

http://www.kids4research.org/productsafety.html
http://www.thebeautybrains.com
Who are the Beauty Brains?

The Beauty Brains are a group of cosmetic scientists who understand what the chemicals used in cosmetics really do, how products are tested, and what all the advertising means.

Left Brain

The most hardcore skeptical scientist of all the Beauty Brains, the Left Brain peruses the world of science to bring you the latest developments and how they might apply to the cosmetic world.

Right Brain

Still scientific, but a bit less militant, the Right Brain has a good eye for the humorous, and human interest, side of science. The Right is particularly skilled in interpreting advertising claims.

Sarah Bellum

The more sensitive Beauty Brain, Sarah focuses on the aesthetics of the cosmetic world and is more likely to find stories on the pages of People than Pubmed.

The Other Lobes

The other Brains work behind the scenes researching questions, reviewing the latest beauty technology, and keeping up with the day to day business of running this website. As we continue to grow, you’ll be hearing from some of the other “lobes.” All of us use “brainy” nicknames because being anonymous lets us blog about all kinds of products from many different companies without any bias.

What’s the Purpose of The Beauty Brains?

We’re here to help you cut through the confusing, misleading and sometimes false information that the beauty companies bombard you with. Our goal is to explain cosmetic science to you in a way that’s entertaining and easy to understand. We believe the more information you have, the better you’ll be able to find products that you like at a price you can afford. So, you can listen to the advertising - or advice from a friend - or what your stylist tells you. But if you want to really understand cosmetic products in an unbiased, scientific way, Ask The Beauty Brains. You’ll get answers from a team of scientists who have no sales pitch and nothing for you to buy.

Ask A Question

Sound intriguing? Click here to ask a question! And welcome to the Beauty Brains community.

And to get your daily dose of The Beauty Brains subscribe via RSS now!
“Guide to How Beauty Products Work”, Vol. 1.  2008 by Brains Publishing.

From 

http://thebeautybrains.com/2008/03/18/get-your-free-beauty-brains-basic-beauty-science-report/
Products discussed:
Shampoo





2-in-1 Shampoo





Skin Lotion





Mascara





Lip Gloss





Eyeliner





Fragrance





Aerosol Products

The Chemistry of Soap

The combination of a metal ion and a fatty acid is called “soap” and the process is referred to as “saponification”.


Soap is:
 a “metal fatty acid”    or    “alkali salt of fatty acid”

Triglyceride
+    Strong Alkali
         =>
Glycerol   +   “Soap”



Sodium hydroxide = lye

(glycerin)       (fatty acid salt)



Potassium hydroxide = potash



Sodium carbonate = soda ash


+ 3 NaOH
     =





Courtesy of Dr. Dewey Moody, Ballard High School, 

Seattle, WA

“Detergent” may be used to distinguish products used for cleaning that are not “soap”.  They may be cheaper and easier to manufacture and may contain: 


surfactants 


abrasives 

pH modifiers 


water softeners 

enzymes 

oxidants 


corrosion inhibitors 

preservatives

ingredients for aesthetics


foam modifiers 

http://www.consumersearch.com/www/family/shampoo-reviews/review.html
July 2, 2007
Important Features: Shampoo

Experts say the following about shampoo products:

· Shampoos do good work in their primary job, cleaning hair. Any benefits beyond that are suspect, and many claims on the packaging have no basis in fact. 

· Almost all salon lines include products that fall short on advertised claims. For example, while color-enhancing shampoos may otherwise be good hair products, none have actually been shown to extend the life of hair dyes. The same holds true for brands that claim to protect hair from the sun. 

· The only part of the shampoo label that's regulated by the Food and Drug Administration is the list of ingredients. That means manufacturers can claim their shampoos "add volume" or "moisturize," and not really do either of those things. 

· Pricier salon-brand shampoos don't necessarily outperform inexpensive store brands. The same ingredients are often used for products in different price ranges. 

· Be aware of shampoos that claim to repair, restructure, or nourish damaged hair. Hair is dead; it can't be repaired. Shampoo products can only help the look and feel of hair temporarily. Also, ingredients like sunscreen and anti-oxidants are washed down the drain when you rinse, leaving no benefit for your hair. 

· Most experts discredit claims that shampoos are "organic" or "all natural," saying natural ingredients can't clean hair. Plus, the efficacy of organic plants, fruits, vitamins, etc. has never been proven. 

· It's not necessary to use the same brand for all your hair needs. Shampoos, conditioners and styling agents of the same brand usually don't work together. 

· Shampoos do not work differently on hair over time. Conditioning elements, styling products, and chemical processes do build up, and sometimes necessitate a temporary change in shampoo brands, but hair doesn't "adapt" to shampoo. 

· Unless you use an unusually large amount of styling products, it's only necessary to lather your hair once. Also, the amount of lather and foam generated by a shampoo does not affect its ability to clean hair. 

The Food, Drug and Cosmetic Act of 1938 defines cosmetics as products, 


other than soap, that are applied to the body for cleansing, beautifying, promoting


attractiveness or altering the appearance.








FDA defines drugs as products that are intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease and are intended to affect structure or function of the human body.

















Products, other than soap, that are applied to the body for


cleansing, beautifying, promoting attractiveness or altering 


the appearance.








Products that are intended for use in the diagnosis, cure,


mitigation, treatment, or prevention of disease and are 


intended to affect structure or function of the human 


body.








C





C





OH   +





C





HO





O





C





C





(((





HOH





C





C





O





C





O





C





(((





+NaOH











C





C





OH 





C





C





C





C





C





C





C





C





O





-O





Na+





C





C





C





C





EtOH





Fatty Acid





Ester Link





Simplified Sequence of Saponification
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