
Raw Material Information Form

 Guidance

Introduction:
This form has been created to help capture as much information as possible in one document regarding the global regulatory, safety and physico-chemical properties of each ingredient or ingredient blend. It is intended to save time for both the customer and the manufacturer.  Once completed, it can serve as the vehicle for information exchange, eliminating the often tedious process of collating data and documents ad hoc for each individual request.   

The form consists of the following required sections:

1. General Form
2. Regulatory Status

3. Physical Chemical Properties 
4. Human Safety
5. Environmental Impact

The following sections are to be filled out for relevant materials:

6. Plant Derived
7. TSE Certification

Fragrance mixtures (label declaration “Fragrance/Parfum”) are considered outside the scope of this form.
In addition, all materials will require a fully compliant 16 section MSDS and EU SDS with full transportation, emergency response measures, storage and handling information.

General Comments:  The form is presented in an interactive pdf format separate from the guidance.  To save the completed form as a pdf use the icon with a globe superimposed with a page…this utility offers to take the user to www.Acrobat.com and convert the document to a pdf.
Please note that while it appears that there are some active hyperlinks in the form they are not active.  These links are included here in this guidance..

Section 1:  General Form

1. Material/Supplier Identification:  Basic information regarding the supplier and the subject material/trade name. 
2. Trade Name:  The unique name used to identify the ingredient/ingredient blend by the supplier and as is noted in the PCPC Buyer’s Guide or also at  Personal Care Products Council On Line 
3. Harmonized Tariff Code: For tariff treatment of imported goods.  The ten digit Code is available at: Harmonized Tariff Code  For NAFTA Eligible materials the form 434 is available http://www.cbp.gov/xp/cgov/toolbox/forms/
4. Material Manufacturer Name:  Name of the corporate entity responsible for manufacture of the material.
5. Material Supplier Name:  Name of supplier/distributor if other than the manufacturer.
6. Supplier Technical Contact:  Name of primary technical person in case of additional questions.
7. Contact Information for person to whom questions should be directed should the need arise.
8. Country of Origin:  Country of Manufacture.
9. Please check supporting documentation that is required listed in Parts B &C
10. Composition & Material Identification:  
11. INCI Name:  The International Nomenclature for Cosmetic Ingredient designation as noted on the registration of the Trade Name as maintained by the Personal Care Products Council (formerly Cosmetic, Toiletry and Fragrance Association; use above link).
12. INCI Name of each individual constituent (see above). 
13. CAS #:  Chemical Abstracts Service Registry Number is a unique identifier for each chemical substance.  Please avoid using generic CAS #s.  For more information see  Chemical Abstracts Service 
14. Percent Composition Ranges:  Max% & Min% per manufacturing acceptance criteria.  Also requested is the target percentage level for each constituent (ie what is the intended level?).  
15. Function & Feedstock Origin: require categorization using a validated data list.  Please choose the appropriate response for each component.
16. Provide response on whether the material meets the definition pf polymer put forth in the Guidance on Polymers by ECHA
17. EINECS/ELINCS #:  The EINECS number is a registry number given to each chemical substance commercially available in the EU between January 1, 1971 and September 18, 1981.  The inventory was created by Directive 67/548/EEC  As of September 19, 1981, the inventory has been replaced by the ELINCS. All "new" substances brought in to the European market are allocated an ELINCS number after their notification to the European Commission..
18. TSCA:  The Toxic Substances Control Act (TSCA) became law on October 11, 1976 and took effect on January 1, 1977, except Section 4 (f) became effective two years later. The Act authorized EPA to secure information on all new and existing chemical substances, and to control any of the substances that were determined to cause unreasonable risk to public health or the environment.  The TSCA list is found in United States law at the following site  15 USC (C. 53) 2601-2692
19. DSL/NDSL: The DSL (Domestic Substance List) is the sole basis for determining whether a substance is new for the purposes of the Canadian Environmental Protection Act, 1999.  Substances not appearing on the DSL are considered to be new to Canada and are subject to notification under the New Substances Notification Regulations of CEPA, 1999.  The Non-Domestic Substances List (NDSL) specifies substances that are not on the DSL but are in commercial use internationally.  Substances on the NDSL are subject to notification under the Regulations of CEPA, 1999 but may require different information in the New Substance Notification (NSN) packages. The list is available at: DSL/NDSL List  
20. AICS:  Australian Inventory of Chemical Substances. A list of chemical identity data maintained by NICNAS; legal device that distinguishes new from existing chemicals and lists all industrial chemicals in use in Australia between January 1, 1977 and February 28, 1990; includes newly assessed chemicals since February 1990.  The Australian Inventory of New and Existing Substances is available at  AICS List
21. IECSC:  The People’s Republic of China, SEPA (State Environmental Protection Administration) put forth the Inventory of Existing Chemical Substances Manufactured or Imported in China (IECSC) for the purpose of identifying new chemical substances and to master the status of existing chemical substances in China. 
22. ENCS/ JCIA:  The ENCS is the list of Existing and New Chemical Substances promulgated by the Kashin Act of Japan, which regulates chemical substances that are either manufactured or imported in Japan: JCIA Comprehensive Licensing Standards [of Cosmetics by Category].  
23. ECL:  Korean Existing and Evaluated Chemical Substance Inventory
24. Impurity Profile:  Requires the disclosure of the existence and level of identified chemicals of general concern; especially catalysts, residual monomers, solvents and other unreacted starting materials.  Identify if the materials in question are present and if so at what level.  Examples of ingredients of concern are listed in the following table.  The list is not exhaustive.
	Name
	CAS #
	Name
	CAS #

	Acrylamide 
	79-06-1
	Nitrosamines 
	 various

	Benzene 
	
	
	

	Chloroacetic acid, total
	 
	Phenylacetaldehyde
	122-78-1

	    Dichloro acetic acid 
	79-43-6
	Polycyclic Musks
	 

	    Monochloro acetic acid 
	79-11-8
	    AHTN
	15323-35-0

	Cyclotetrasiloxane (D4)
	556-67-2
	    HHCB
	1222-05-5

	Alkanolamines
	 
	    Other Polycyclic Musks
	various 

	    Diethanolamine (DEA)
	111-42-2
	
	

	    Triethanolamine (TEA)
	102-71-6
	Barium 
	7440-39-3

	Phthalates (identify which and %)
	various 
	Tested for Heavy Metals
	

	1,4-Dioxane 
	131151-09-2
	    Arsenic
	 7440-38-2

	Ethylene Oxide
	75-21-8
	Antimony
	7440-36-0

	Ether Glycols
	 
	    Cadmium 
	 7440-43-9

	DEG: Diethylene Glycol
	111-46-6
	    Chromium 
	 7440-47-3

	    EGBE: 2-butoxyethanol
	111-76-2
	    Lead 
	7439-92-1 

	    DEGBE: 2-(2-butoxy ethoxy)ethanol
	112-34-5
	    Mercury 
	7439-97-6 

	    DEGEE: 2-(ethoxy ethoxy)ethanol
	111-90-0
	    Nickel 
	 7440-02-0

	Nitrilotriacetic acid/acetate (residual in Na2 EDTA)
	139-13-9
	Selenium 
	7782-49-2

	Nitro musks
	 
	Silver 
	7440-22-4

	    Musk Ketone
	81-14-1
	
	

	    Musk Xylene
	81-15-2
	
	

	   Other Nitro Musks
	 
	
	


25. Feedstock Origin Clarification:  If “Other” is chosen for feedstock origin please explain the nature of the choice.
26. If the Feedstock is Animal:  Please fill out the TSE Certification and attach.  
a. Halal Compliance: Further information on compliance with Halal standards is available at: IFANCA-Halal.
b. Kosher Compliance: Further information on compliance with Kosher standards is available at: Orthodox Union.
27. If “vegetable” is chosen please answer the questions regarding Genetically Modified Organisms: A genetically modified organism (GMO) is an organism whose genetic material has been altered using techniques in genetics generally known as recombinant DNA technology.  LOT Declaration:  Certification that all lots that are supplied of this material comply with the data disclosed in this form.GMP Certificate: If the titled raw material is manufactured under GMP procedures, then submit suitable documentation, such as an FDA Facility Registration, Form 2656 or proof of facility registration under the e-drug registration process.
Section 2:   Regulatory Status
.  
1. Restriction Limits:  For each constituent denoted as a “key ingredient,” please indicate if there exists a restriction limit for each of the countries indicated.  If there are no specified limits (including CIR or SCCP) please indicate “none.”
2.  Compliance Battery:  The questions in this section are asked to ascertain compliance with various regulatory instruments globally and inclusion on various lists.  Each question must be answered by choosing yes or no for each component.  An answer of yes will require further specification.
a. The EU Dangerous Substance Directive applies to pure chemicals and to mixtures of chemicals (preparations) which are placed on the market in the EU, therefore it does not apply directly to substances created purely for research purposes.  The List is found at the following site: EU Dangerous Substance List
b. The EU Cosmetics Legislation applies to cosmetics placed on the market in the EU.  Annex II lists chemicals that are not to be used in the formulation of cosmetics.  The full legislation is found at the following link: EU Cosmetics Legislation
c. 
The International Agency for Research on Cancer publishes monographs to make available the conclusions of their expert panels. IARC Monographs may be reviewed at the denoted website. IARC Monographs
d. The Report on Carcinogens is published by the National Toxicology Program and is found at:  NTP/RoC .
e. The US Department of Labor’s Occupational Safety & Health Administration publishes standards for safety in the workplace.  See the link below: 29 CFR Part 1910 Subpart Z
f. California’s Office of Environmental Health & Hazard Assessment publishes the most current list of chemicals at the following link: Proposition 65
g. Animal Testing questions attempt to ascertain compliance with the 7th Amendment to the Cosmetic Directive.  The EU position on animal testing may be found at:
3. Volatile Organic Compounds are currently regulated by the US EPA, California EPA and Switzerland.  VOC & ROG Definitions per the US EPA and CARB are available for review so that the proper classification of each material may be made (HVOC, MVOC, LVOC, ROG, Exempt VOC) using the pick list provided.  The list of exempt VOCs is available using the link in the template as well as the MIR (Maximum Incremental Reactivity index) of each VOC.    VOC & ROG Definitions
4. Percent (w/w) of each VOC (HVOC, MVOC, LVOC) is required, as appropraite.
Section 3:   Physical Chemical Properties
.
1. Appearance: The Physical Form will determine how to describe the Appearance. For a gas, Color and Odor are probably sufficient. For a liquid, clear, turbid, opaque, with suspended particles might be useful. For a gel, semisolid, solid or paste the liquid descriptors plus smooth or lumpy might apply. 
2. Particle Size/Range for Powder: Provide the Average Particle Size and the Particle Size Distribution.
3. Density: Be sure to include the measurement units and the temperature for the determination.
4. Viscosity: Include the type of viscosity, the make and model of the viscometer, spindle size, conditions, temperature and other information to allow the understanding of the measurement supplied.
5. Flash Point: Indicate open or closed cup method, and instrument used.
6. Spectra and Chromatograms:    Enclose instrument conditions used to perform the determination.
7. SMILES notation:  is an acronym for Simplified Molecular Input Line Entry System. It is a simplified chemical notation that allows a user to represent a 2 dimensional chemical structure in linear textual form for easy entry into a computer application.A tutorial and an on line translator is available at SMILES
Section 4:   Human Safety 

1. Toxicological Studies:  Please identify studies completed that are pertinent to support the safe use of the material in cosmetics.  Protocol used, date tested, and a short summary of results are expected.  For longer summaries please attach separate document and combine as pdf.
Examples of Materials of Concern:

	Material(s) of Concern
	CAS#

	Bourgeonal (p-tert-butyl-dihydrocinnamaldehyde)
	18127-01-0

	Camphor
	76-22-2

	Civet oil
	

	Diethyl phthalate (DEP)
	84-66-2

	Estragole, tarragon, 4-allylanisole
	140-67-0

	Ether glycols --
	

	EGBE: 2-butoxyethanol
	111-76-2

	DEGBE: 2-(2-butoxyethoxy)ethanol
	112-34-5

	DEGEE: 2-(ethoxyethoxy)ethanol
	111-90-0

	Eucalyptus
	

	Macrocyclic musks
	

	Menthol: Cyclohexanol
	89-78-1

	2-Methoxy-4-methylphenol: cresol, valspice
	93-51-6

	5-Methoxy-psoralen
	484-20-8

	8-Methoxy-psoralen: MOP
	298-81-7

	Methyl eugenol
	93-15-2

	Methyl iso-eugenol
	93-16-3

	Methyl octane carbonate
	111-80-8

	Nitro musks --
	

	Musk ketone
	81-14-1

	Musk xylene
	81-15-2

	Other Nitro musks
	

	Nonoxynols or Nonyl phenols --
	

	Opoponax
	

	Peru balsam
	8007-00-9

	Pinacea oils and derivatives
	

	Phytosterols
	

	Specify:  
	

	Polycyclic musks --
	

	AHTN, (tonalide, fixolide, ethanone)
	15323-35-0

	HHCB, galaxolide, pearlide
	1222-05-5

	Other polycyclic musks
	

	Rose crystals: Trichloromethyl carbonyl acetate
	90-17-5

	Rose ketones: 1-(Trimethylcyclohexenyl   / Cyclohexadienyl)-2-buten
	

	Rue oil
	8014-29-7

	Safrole
	94-59-7

	Iso-safrole
	120-58-1

	Dihydrosafrole
	94-58-6

	Safranal: 2,6,6-Trimethylcyclohexan-1,3-dienyl methanal
	116-26-7

	Styrax
	8046-19-3

	Tea Tree oil: Melaleuca alternifolia
	68647-73-4

	Thyme oil
	8007-46-3

	Tobacco extracts
	8037-19-2


Section 5:   Environmental Impact
1. Ecological Toxicity Studies:  The studies listed are required under the European Union’s REACH (Registration, Evaluation and Authorization of Chemicals) legislation.  It is not expected that all studies have been completed for a material.  Please note if the study is summarized the table, not available or not conducted. European Union REACH
2. US EPA regulated:  Information on materials regulated by the US Environmental Protection Agency as described below:
a. SARA:  Superfund Amendments and Reauthorization Act of 1986.  Title III of SARA authorized the Emergency Planning and Community Right-to-Know Act. SARA
b. RCRA:  Resource Conservation and Recovery Act.  Please note if this raw material must be disposed as hazardous waste.  List the waste code (i.e., D001).
c. OSHA:  This is covered in the Regulatory tab.
3. PBT:  Persistent, Bioaccumulative or Toxic.  Please note which by definition. a. PBT Profiler,  b. European Chemicals Bureau 
4. vPvBT:  Very persistent, very bioaccumulative as determined by the European Chemicals Bureau.  
5. Biodegradable:  Per the European Norm EN13432, Japanese Greenpla Standard and the American Society for Testing and Materials (ASTM International), a material is deemed compostable if it will break down to the extent of at least 90% to H2O and CO2 and biomass within a period of 6 months. ASTM D6400-99 also imposes a time period of 6 months.
6. Bioaccumulation:  This is covered with the vPvBT question. 
Section 6:  Plant Derived
1. Identification of Plant Material: Materials derived from plant extracts must specify plant part used, level of plant material in raw material (e.g., concentration make up of plant material if a blend, percent solid level), and identify phylogenetic name of plant material used.
2. Manufacturing Flow Chart: Manufacturing process for plant material needs to be provided. 
3. Presence of Pesticides: Materials derived from plant extracts must disclose pesticide residues if present.  Were the pesticide residues directly measured or calculated?
4. Presence of Denatured Alcohol:  Indicate whether or not the botanical contains denatured alcohol, and specify the denaturant.
5. Processing Aids:  Indicate whether the botanical material in question does not contain the materials listed by using the checkbox.  If the material is in the botanical then specify what percentage is natural source, directly added and total %.   
6. Allergen Disclosure:  List includes the 26 allergens identified by the SCCP and regulated by the 7th Amendment to the Cosmetic Directive.  Direct addition, natural source and total content by weight %. 
7. Ingredients of Concern:  Indicate whether the botanical material in question does not contain the materials listed by using the checkbox.  If the material is in the botanical then specify what percentage is natural source, directly added and total %.   
Section 7: TSE Certification

.  
1. The questions contained in this form are geared to gathering information on animal derived ingredients as required by multiple governments globally.
a. Species Identification:  choose from list (Bovine, Caprine, Marine, Ovine, Porcine, Other.)
b. Organ source:  Please specify the organs harvested to isolate ingredient.
c. Age of Animal:  at harvest.  Choices are <1 year, <2 years and > 2 years.
d. BSE Country Status:  Indicate GBR level as specified by the EFSA website
2. Category rating based on the EU Commission scientific steering committee  Regulation (EC) No 1774/2002 
3. Contact Person to whom questions should be directed should the need arise.
3

