EU COSMETICS REGULATORY UPDATE - WEBINAR Q&A

These are questions from the EU Cosmetics Regulatory Update webinar that took place on February 21, 2013.  These are questions that were posed in the Q&A chat box.  These were taken directly from the chat box.  

1)  No, we were under the impression that the safety assessor did not need a degree from an EU university.  An equivalent degree from a non-EU university was acceptable.
[Obelis C.O.O.] The EC 1223/2009 is a European Law and aimed to be regarded as such. All which is mentioned in it is to be viewed in a European perspective. Chapter III, Article 10.2 indicates:
· The cosmetic product safety assessment, as set out in Part B of Annex I shall be carried out by a person in possession of a diploma or other evidence of formal qualifications awarded on completion of a university course of theoretical and practical study in pharmacy, toxicology, medicine or a similar discipline, or a course recognized as equivalent by a Member State.

As such, the basis of the credentials of a safety assessor under the EU Regulation is that it should be a diploma by a European academic institution or recognized as equivalent by a Member State. 

Taking Article 5.1 into account (Responsible Person is also responsible to ensure compliance with requirement of the safety assessment) and Article 10.2, there are two entities which will need to accept the credentials of a safety assessor.
1. If EU or Non-EU – the Responsable Person;

2. If Non-EU – a Member State Authority;
What would be normal practice?

The Responsible Person would have his own acceptance criteria for the assessors he is willing to accept assessments from, including setting out terms and conditions of work (in the form of a signed agreement) in reference to the collaboration and mainly towards vigilance cases (UE, SUE and other incidents or requests by the Authorities requiring the assessor’s intervention or presence). Cooperating with a Non-EU assessor would evidently be considered as “risky” to most Responsible Persons due to locality, distance & jurisdiction. 

In case of a concern on the credentials of the assessor (such as a diploma to be recognized as equivalent) the Responsible Person will require to approach the EU Authority where he is established in to have that Authority accept the credentials of that assessor as equivalent.
2) Do professional products used in manicures and pedicures have to be registered if they are not being retailed?
[Obelis C.O.O.] The EC 1223/2009 has no classes or categories of cosmetics only cosmetics or non-cosmetics. All products falling within the scope of the EC 1223/2009 are Cosmetics and as such need to be in conformity with the requirements of the Regulation as a minimum requirement. 
3)  Can the Safety Assessor be the Repsonsible person?
[Obelis C.O.O.] There is no provision in the Regulation against it. However, it is not recommended due to the evident conflict of interest of the Responsible Person main role which is to ensure compliance – one cannot issue a report and then evaluate it whether it is complete and compliant. It is always recommended to have the safety assessor and the Responsible Person to be separate entities;

[CSEU addendum] I hope this analogy assist you in understanding the issue. A reputable dealer would never sell a diamond that he has self-certified. The reason is that the dealer cannot exercise independent judgment because he has a professional interest in the outcome of the evaluation.  
4)  I need clarification on the animal test ban.  If some of the ingredients used in the product has been animal tested, does that mean that the product will be banned after March 2013.
[Obelis C.O.O.] Yes, that is absolutely correct!

As of March 2013, the total Marketing Ban on cosmetics and their ingredients will come into full effect and such cosmetics will not be allowed to be commercialized in Europe! 
[CSEU addendum] The European Commission will publish guidance on or about 11 March 2013 clarifying the scope of the ban. It is expected (but not yet confirmed) that the ban will not affect ingredients that are currently in use. 
5)  If a Safety Assessor has US degrees in Chemistry and is a member of the UK Royal Society of C'hemistry, can he qualify as a Safety Assessor?
[Obelis C.O.O.] Same reply as the reply to the question #1. A Professional Association is not able to issue academic degrees. 

6)  3 questions please:

#1 - Does the PIF file need to be created by item or flavor (i.e if an item is made in 3 sizes; are 1 or 3 pifs required?)
[Obelis C.O.O.] Each product must have a Product Information File. As such, the question is how to differentiate between products – the following rules apply:
Any change to any of the following elements will constitute an individual product which will need to have a complete PIF by its own:

1) The Product Full Commercial Name (includes the brand name, the commercial name & the function);

· Example: Christine “Soft hair” Shampoo

2) The product’s intended purpose & claims;

3) The products formulation (*);
(*) Further explanation on the change in Formulations:

· any change in the formulation (qualitative or quantitative) is considered to be a significant change in the relations between the chemicals and these exact changes need to be assessed;

· only color variants can be grouped as 1 family of products =  all products share the exact same formula and the only difference between them is the colors;

#2 - Can the safety assessor be local? Is there a list of certified assessors that we can obtain from our US Commercial service office?)
[Obelis C.O.O.] Same reply as the one to question #1.
#3 - Due to differences between directive & regulation; are 2 pifs required or with one for regulation suffice?
[Obelis C.O.O.] No, the aim is to “upgrade” the PIF to be compliant with the NEW Requirements by the EC Regulation in addition to those of the Directive. A comparative analysis between the requirements of the Directive and the Regulation can be found on our website:

· http://www.obeliscosmetics.net/eu-directive/comparaison-cosmetics-76-768-eec-1223-2009-ec/ 

7)  What is the difference between an Authorized Representative and Responsible Person and the products they represent?
[Obelis C.O.O.] Essentially, the entities are similar in their purpose. 

Both are required to:

1. Provides name & address in the EU – mandatory on the label
2. Keeps the technical documentations for authorities’ inspections 

3. Initiates the Pre-Market Notifications of products
4. Manages cosmeto-vigilance (incidents, crisis & vigilance cases)
5. Represents the manufacturer towards the Competent Authorities, Anti-Toxic Centers, European Commission, end users…

6. Updates & consults on EU Regulation!
The principle differences between the two are:
1) It is the respective legislation which indicates which is required for which type of product. For example, the Medical Device Directive requires an Authorized Representative and the Cosmetic Regulation requires a Responsible Person.

2) The Responsible Person is responsible to ensure compliance for the products he is designated for while the responsibility of the Authorized Representative is much more reduced.
8)  - If we open an office in Europe, can we be considered the RP?  Can our local US commercial Service help us with all these regulation compliance? Is safety assessment done one time for each product, or does it have to be done on each batch?  If we manufacture a product for a company in Europe with their label, and we hire a neutral entity as RP, is it ok? or how does it work with private label or OEM business
[Obelis C.O.O.] 

1. Yes, any EU entity can accept the responsibilities of the Responsible Person. 

2. No, the designated Responsible Person may delegate his responsibilities to anyone else – the Responsible Person must have the knowledge and competences to fulfill his obligations under the Regulation.

3. Yes, the safety assessment is to be conducted to a specific formulation, it does not need to be repeated for each batch as according to Good Manufacturing Practices (GMP) the manufacturing process of a specific product – if we apply the same procedure, numerous times, the same product must come out as a result of the same process.
4. Here is the relevant definition to explain the Manufacturer:

· ‘Manufacturer’  means any natural or legal person who manufactures a cosmetic product or has such a product designed or manufactured, and markets that cosmetic product under his name or trademark”   (EC 1223/2009, art. 2.2) 
As per the above definition, if your customers are rebranding your products under their name, they become to be the legal manufacturers of the rebranded products and if they are based in Europe, they are as such, by definition, responsible person (!) – they will need to nominate a Responsible Person should they not wish to assume those responsibilities and that Responsible Person will need to obtain all product specifications allowing them to fulfill their role as such.

9)  Will PIF have to be completely remade if we change an element such as GMPs or Formulation or will it just be a modification of the existing PIF?  
[Obelis C.O.O.]  A PIF will be required to be updated in case of modification of any element within the PIF unless a significant change occurred. A significant change can be a change in the product composition (formulation) or change in the product function or intended use (function) as these change the product entirely.
Part two, does our U.S. label have to match exactly with the EU compliant hangtags that will be placed on the product which we place in the EU?
[Obelis C.O.O.]  Question is unclear….
Is there a set of tests that must be completed for all cosmetics or do the tests depend upon the type of product being sold in the EU?  If there are a core set of tests, what are they?
[Obelis C.O.O.]  Yes, there is a set of tests that must be completed for all cosmetics:
1. Challenge Test – used to determine the efficacy of the product’s preservative system;

2. Stability Test - used to determine the date of minimum durability (PAO);

3. Compatibility Test – used to determine the migration of molecules between the formulation and its immediate packaging (the container).

4. Patch Test - In some cases also required - used to determine if the formulation may cause allergic reactions to the skin.

There can be additional tests in reference to the specific characteristics of a product, such as skin irritation test, skin sensitization test (hypoallergenicity), ocular irritancy test (e.g. for shampoos), phototoxicity test. Additional tests can be conducted to support specific claims.
Are hangtags acceptable to meet the labeling requirement for multiple languages?  In other words, can we retain our English language label and simply add hangtags for inventory destined for the EU?
[Obelis C.O.O.] The label, as defined by EU law, covers the container (primary packaging) and the box (secondary packaging). A sticker and a leaflet are optional additions. The obligatory mentions on the label (both the container and the box) are:
1. Brand Name 

2. Product Function 
3. The precautions of use and warnings 
4. Ingredients List 

5. Expiry Date 

6. Responsible Person (Name & Address) 

7. Batch Number 

8. Manufacturer (Name & Address) 

9. Country of Origin (if manufactured outside the EU
10. Nominal Quantities 
An example of an EU label can be found on our website: http://www.obeliscosmetics.net/docs/EU_Label_-_TEMPLATE._.pdf 
The above elements must be present on the label of a cosmetic product shipped to Europe and requiring translation. However, the only elements which truly require translation are the product function & the warning and precautions for use. 

Hangtags for these elements is not allowed however, when it is impossible, for practical reasons, to make the precautions for use, warning or the ingredients list, appear on both the product container and the outer packaging, they may be mentioned on an enclosed leaflet with the ‘open book symbol’ on the product container and on the outer packaging (to be translated in the official language(s) of the country where the product is to circulate).
It is important to remember that elements to be translated must be translated to the official languages of the concerned member state. It is recommended to create “Zone Labels” in the sense of grouping member states which are either close geographically or have similarities in their official languages – for example: Zone 1 – English as official language - UK and Ireland. Zone 2 – French & Dutch as official language – France, Belgium, Luxembourg & the Netherlands. Zone 3 – German as official language – Germany & Austria (Switzerland). Zone 4 – Scandinavian countries – Sweden, Finland & Denmark (Norway & Iceland). And so on – further details on EU Official languages can be found on our website: http://www.obelis.net/docs/110727-European%20Union%20Official%20languages%20article1.pdf  
What are the guidelines for “shelf life” language?  In other words, what type of data do we need to have in place to support which types of shelf life claims.  I am using shelf life as a generic term here to cover the various allowable types of “PAO” and “Best if Used Before” etc. language.
[Obelis C.O.O.] The most important data to support shelf life “claims” is to be obtained through a “Stability Test” (laboratory test). It is a test used to verify the stability of a product (appearance, color, viscosity, pH, odor, etc.) at different temperatures and times. These test results serve to determine the period of durability of the product.
Further information on the Stability test can be found on our website: 

· http://www.obeliscosmetics.net/eu-directive/stability-test/ 
10)  - If your product meets the requirements of the directive does it need to be "reassessed" to see if it meets the requirements of the regulations?
[Obelis C.O.O.] Most definitely yes!

This is due to the additional requirements presented by the NEW Regulation. A comparative analysis between the requirements of the Directive and the Regulation can be found on our website:

· http://www.obeliscosmetics.net/eu-directive/comparaison-cosmetics-76-768-eec-1223-2009-ec/ 

11)  I am a US Manufacturer and currently utilize distributors in The Netherlands and The UK.  We are providing language labels as well as stickers with the individual distributor’s name/address.  However, the distributor is not re-packaging or re-naming.    So, will we continue with the "Distributor" relationship, or will the new regs consider our partnership as "Importer & RP" in the specific market?  What is the main difference?
[Obelis C.O.O.] The main issue is that your distributors are more accurately importers as aside from distributing your cosmetics in Europe they are also import your products into the EU from outside of the EU. As importers, they become to be Responsible Persons for the cosmetics they are importing.
Here are the relevant definitions to explain the difference between an Importer and a Distributor:

· ‘placing on the market’ means the first making available of a cosmetic product on the Community market; (art. 2, 1(h) 
· ‘making available on the market’ means any supply of a cosmetic product for distribution, consumption or use on the Community market in the course of a commercial activity, whether in return for payment of free of charge; (art. 2, 1(g)) 
· ‘Importer’ means any natural or legal person established within the Community, who places a cosmetic product from a third country on the Community market (EC 1223/2009, art. 2, 1(i))
· ‘Distributor’ means any natural or legal person in the supply chain, other than the manufacturer or the importer, who makes a cosmetic product available on the Community market (EC 1223/2009, art. 2, 1(e))
12)  We are a contract manufacturer and we do not market our own brands.  Our customers will distribute products that we manufacture for them  to the US and EU.  Who is the responsible person in this scenario?
[Obelis C.O.O.] Here is the relevant definition to explain the Manufacturer:

· ‘Manufacturer’  means any natural or legal person who manufactures a cosmetic product or has such a product designed or manufactured, and markets that cosmetic product under his name or trademark”   (EC 1223/2009, art. 2.2) 
As per the above definition, if your customers are rebranding your products under their name, they become to be the legal manufacturers of the rebranded products and if they are based in Europe, they are as such, by definition, responsible person (!)
13)  Is there a list of certifying agents that will determine if a safety assessor's degree is acceptable?
[Obelis C.O.O.] No, there is not. Anyone possessing the relevant credentials and willing to sign off and assume the responsibilities as a safety assessment would be a safety assessor. 
14)  Please clarify....the formal notification is when the RP places the information on the CPNP.  Also, for the future is the EU going to require expiration dates on the packaging?
[Obelis C.O.O.] Yes, the RP will upload (with a validation process) information on the product to the portal and that would be the formal notification of the product.

Expiry date is already required by the EC 1223/2009 and is referred to as the Date of minimum durability and /or PAO.

· When product validity/durability is less than 30 months the date of minimum durability shall be used as follows:+ expiry date (dd/mm/yyyy). 
· When product validity/durability is more than 30 months the period of time after opening symbol shall be used as follows :+ x M (so, for a product for which PAO is 18 months: + 18 M). 

For more information on P.A.O.: http://ec.europa.eu/enterprise/cosmetics/html/cosm_open_label.htm  

15)  is there a list of ingredients considered NANO available?
[Obelis C.O.O.] No, there is not. Nano materials are particles, insoluble or bio-persistent particles intentionally manufactured. The dimension of 1 nanomaterial particle is smaller than 100nm. 
One of the main reasons why the EU initiated the Nano Notification, 6 months prior to commercialization is to allow the SCCS (Scientific Committee for Consumer Safety) to study notified Nanos and to arrive to opinions on their safety.
