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According to law that company has to show legal compliance, whose name is quoted as „producer“ on the packaging material. This obligation takes not into consideration, if the „producer“ is the manufacturer of the product or just a trading company. Companies without development and manufacture facilities should be informed about all their obligations and the usual procedures starting from the product idea or the decision to launch a new product to introduction of the product into the market. For this purpose the BDIH working party „Contract Suppliers“  (AG-Lohnhersteller) has specified a schedule of duties, which regulates



the rules of cooperation,



the partition of obligations,

for

companies without development and manufacture facilities,



trading companies and newcomers,


with sections for all other customers,


under special consideration of



research and development by contract suppliers,




contract supplier acting as agent in charge (§5b1 KVO),



general documentation of outsourcing potentials.

These obligations of course meet any product development and manufacture no matter if this work is performed by the cosmetic company or a contract supplier. 

In order to offer a regulation for any kind or any dimension of cosmetic production, this schedule of duties does not only include arrangements for the time of the operative contract manufacture, but also all necessary steps before and after from product idea to manufacture. Pure contract manufacture without product development and additional services is only performed in the case of customers, who are already in possession of formulas, all necessary documents and adequate staff. In these cases duties are restricted to a part of the entire schedule. Tabel 1 shows the whole range of duties, which are explained  in the following sections. It depends on the individual contract between customer and supplier, which duties have to be performed by whom. If there is no different agreement between the two parties, these duties all have to be carried out by the customer.

Audits

At the beginning of each partnership there should be a period of  mutual get to know each other. The customer should check the suppliers location to be informed about 



Cosmetic-GMP (environment, organisation, documentation etc.),



installations, technical equipment,



professional knowledge and staff qualification,



cooperation rules,



time schedule of the different duties,



technological limits for manufacture,

degree of assembling performable,



definition of persons in charge at both companies.

Furthermore both parties get to know each other personally, which makes future telephone conversation much easier. Suppliers should also visit the customers in order to reduce the risk of future problems. We suggest contract suppliers to inspect



technical equipment,



documentation culture,



hygiene,



skilfulness of staff,



state of knowledge,



control-facilities for in-coming materials,



analytical equipment,



packing machines

of the potential customer to recognise sources of possible future problems. This is an important provision to ensure, that products, which were perfectly produced by the contract supplier, are processed professional somewhere else. This visit is not called „audit“ but a consultation-visit.

Agreements regarding operational work

If the initial contacts show, that both partners match each other to a certain degree, the first details should be discussed. It does not make any sense, for example, to develop first class products to be introduced into the market, if the partnership is not profitable for both of the partners. It must be cleared, who organises the documentation of raw materials. Special rawmaterial, which the customer wants to be integrated, got to be documented by the customer or the customer has to free the contract supplier from any obligation due to the use of a not known material. Many contract suppliers develop free of charge formulas for their customers. The costs of development activities are calculated into future delivery prices. The only basis for this kind of calculation is customer's loyalty towards the contract supplier. Only good performance of work and reliability should be arguments for a partnership. In order to avoid costs and to prevent the customer presenting the free of charge formula to another contract supplier to archive a cheaper offer from, also to exclude unfair taking advantage of free services and to make a free choice of contract suppliers possible to the customer, suitable agreements are necessary. There are no legal demands to disclose the formulas, which were developed by the contract supplier at his laboratory. Demands concerning the disclosure of formulas and the restriction of the right to use them (for instance only to inform authorities), should be agreed to before partnership starts. There should be a mutual understanding, how far, for whom and for which period knowledge about formulas and partnership should remain secret. A guaranty of exclusivity, specified by product type and criteria of the formula gives the customer the assurance of unique and from competitors different products. This is an important condition for a serious partnership basis. Quantity of future manufacture batches, annual forecasts etc. are important parts of general calculation. Purchase of materials, terms of delivery, price-structure and conditions of payment must be realistic for both partners. The terms of product transport (for instance shipment organised by the customer) and the transfer of transport risks must be agreed to by both parties.

The partners must make agreements concerning conditions of necessary reworks (quantity, period of time, late losses and disadvantages), regulation of cost splitting regarding compensation of unrepairable damages or losses (for instance up to maximal value of the order), producers insurance, consequences in case of act of God or Providence, release out of contract if difficulties in delivery dates occur. Cases of contravention of agreement and penalty for breach of contract must be agreed to as well as the situation if there will be an assign on either side. The contract of delivery, of which prices are only one position, must clearly define the period of time for which the contract is valid and must also show the limits for price increase. Passing on parts of the order contract to be performed by subcontractors should be announced to the customer in order to make clear, who has actually produced the goods.

Special agreements have to be made concerning payment of duties ( for example Grüner Punkt) by the contract supplier. If investments have to be made to process orders, a participation or a compensation of the outlay by the customer should be discussed. It is also advisable to clear in advance the possibility of the contract supplier to take over the legal obligations as agent in charge according to § 5b1 KVO. According to continuous statements of their representative (for instance March 25th 98 in Frankfurt) contract suppliers of major cosmetic companies must perform the so called „48 hours limit “ to see their customer, that means, the customer must be visited within two days with all necessary documents for a government office inspection. This has several disadvantages for the authorities, customers and contract suppliers. The text of the law intentionally quotes the chance to transfer the obligations of § 5b1 KVO to an agent in charge and does not prohibit the performance of the inspection at the contract supplier's facilities. Inspection at the contract supplier's company gives advantage to all parties involved and is declared aim of the BDIH contract supplier working party. You can find the advantages on table 2 and 3. Nevertheless there should be support for the justified claim of the German monitoring authorities, that documents should be examined in the same country, where the products are sold. It should not be possible for any cosmetic company to avoid the inspection of documents and cosmetic-GMP in the country, where the products are sold by having an agent in charge outside this country. If the customer decides already in an early state of development to transfer the obligations to an agent according to § 5b1 KVO, the contract supplier can start the documentation same time as the product development. Other duties must be regulated stringent depending on the kind of partnership. These are for instance:



Batch reference samples,



microbiology,



notification of side effects,



quality control,



customer‘s control of in-coming goods.

Product Briefing

The contact between customers and contract suppliers is initiated by the commercial advantages of outsoucing or by the fact, that one of the two parties wants to introduce new concepts based on new raw materials, new active ingredients, new forms of product presentation or any other adequate speciality. Before the contract supplier can start to develop new products, all product parameters should be clearly defined. A comprehensive, easy to use check lists helps the customer to define every cosmetic product in detail. (SÖFW 1995). The physical characteristics can be defined by parameters, which are usually parts of specifications, special product effects are described in the adequate product claims. Special raw material, which the customer wants to be integrated, got to be documented by the customer or the customer has to free the contract supplier from any obligation due to the use of unknown material. It is of great help for the formulator to know consumers profile, their special skin problems, pattern of consumer‘s conduct, special preferences and last not least their purchasing power. These considerations show consequences for raw material selection as well price category. The planned budget for packing, packaging, assembly and presentation must also be taken into account. After the complete product briefing is defined, the legal obligations of the future product have to be examined regarding the components of the formula and the efficacy claims. Patent situation should be controlled in case of new product concepts.

To find out, whether the contract supplier has the adequate equipment concerning technical properties and capacity, the volume of future batches as well as a forecast should be presented. Thus it can be found out, if requirements of the customer concerning any special product type or any batch volume can be matched. Large quantity can be spread in small batches over a period of time on the basis of good forecasts.

Definition of packaging material

As the bulk product and the packaging material have influence and depend on each other, the packaging material must be specified before the start of the product development. There should be samples with specified total volume, specification of material and dimensions. The final version of the sales containers and packaging material must be defined by a packing list. It must be found out, whether the contract supplier is able to perform the complete range of assembling. In this phase of consultations the handling of packaging must be discussed. This includes the responsibilities for purchasing or the disposition, conditions of delivery, maximum weight of storage packages and the quality and dimension of the transport packaging. The party in charge is responsible for the observation of national regulations as well as the control of suitable packaging material. In order to organise the storage capacities, future orders which do not leave immediately after packing should be announced in advance to the contract supplier.

Development procedure

Samples in adequate quantities are developed and are sent to the customer for testing purposes. The staff in charge examines the samples in conformity with a questionnaire. Any kind of formula change is requested by a form sheet. The time needed for these procedures  should be quoted in advance. After the formulas have been extensively checked and the product has been developed tailor-made to customer's request, a final reference sample is presented. The customer confirms his consent by a signed document. This is the end of the development period. Now the phase of cost intensive product documentation starts. Any new alteration request, which in fact devalues all former work on the product, results in additional costs for the customer.

Product tests and trials

The decision for a set of test methods is due to product type, purpose of application and in a certain way to the quantity of future batch volumes. Each product which does not give a date of expiration must proof stability of a period longer than 30 months. For that purpose the Associations of Cosmetic Chemists developed predicting test methods. On the basis of modern analysis, for instance the oscillation method, a substantial shortening of the normally 3 months duration of these trials can be achieved. The stability of a product does not only depend on the product itself, but also on the packaging material, which has to be tested, too. Even if the customer accepts the new product, the contract supplier double-checks packaging function, product performance, packaging stability and much more in order to avoid decisions based only on customer's preference and not on consumer benefit and market demands. After consultations with the customer (because this is not required by law) the confirmed formula can be subjected to a challenge test with regard to future microbiological stability under normal in-use conditions. Safety should be tested with reference to formula and market volume, efficacy should be checked depending on the formula and the marketing claims, but at least should be documented by literature. If the customer has tested the new product only with a small number of volunteers, now the time has come to trial by a larger number of potential consumers.

Preliminaries for manufacture and marketing

If the confirmed formula contains raw materials, that have not been used for regular manufacture before, the conformity analysis of in-coming materials must be regulated. This is needed for operative manufacture and the next step, the customer paid trial batch and the packing of it. As there are differences between laboratory samples and regular manufacturing because of physical proportions, the manufacture of a trial batch must be performed before the operative manufacture. During the trial manufacturing the final version of the manufacture procedure and quality control procedure are fixed. The finished product is used for packing tests either at the contract supplier‘s or the customer‘s facilities. During packing tests the specific weight, volume and density is defined. All details of the product specification can be measured now first time because differences between laboratory and manufacture conditions do not make it possible earlier. At this point the quality control procedures for outgoing goods are laid down.

The transport and storage properties of the product can be tested at customer's facilities and written down. The quality control procedure of in-coming products at the customer‘s location must be specified on basis of this trial batch. According to Cosmetic-GMP the customer is obliged to observe this. With reference to the time needed for these trials a deadline for complaints should be defined. The decision is needed if to send batch samples in advance or to store the different batches in quarantine at the customer‘s location. An actual microbiological specification can be made first time on basis of this trial batch, which can give information about manufacture and package-station hygiene. This trial batch can also be used for a comprehensive consumers trial, because all components and elements of the product can be tested for the first time under regular conditions. A serious contract supplier can only make rough price calculations before the trial batch manufacture. Now a serious price offer is possible at the end. The costs of order cancellation, costs for separate services and the cost of alterations concerning the volume of the order are quoted In this price offer separately.

Duties as an agent in charge according to §5b1KVO

If the contract supply of a product offered on the German market is actually performed in another European country, the contract supplier should be ready to see his customer in Germany with all relevant documents within 48 hours for an inspection by monitoring authorities. If the contract supplier acts as an agent in charge according to § 5b1 KVO for products, which are produced in Germany, certain advantages for the authorities, the customer and the contract supplier are gained. This opportunity is practised by the BDIH contract suppliers working party. If the examination of product documents is performed at the contract supplier‘s place, the documentation can already be started with at the beginning of the product development with only little expense and can be kept for inspection purposes.

A declaration is made with the help of the BDIH INCI-raw material dictionary (§5a). Marketing claims can be documented by scientific literature (the publications of the GdCh working party are recommended) or recommendations for efficacy trial should be reported to the customer (§ 5b1.7). If the contract supplier is involved in formulation of claims, it must be documented by a sign under the final text. The raw material documents (§ 5b1.2) are requested from the raw material supplier. They are conducted in one of the usual documentation programmes or are scanned and saved as graphic files. Of course the storage in regular files will be sufficient.

The Poison Information Centre registration is performed by an easy to use disk and send to BgVV (§5d2). If a customer employs more than one contract supplier, the disk is passed to each one to have formulas entered the disk. After all formulas have been entered, the customer passes the disk to BgVV, Berlin. After having received a signed agreement of secrecy (BDIH form sheet), the contract supplier sends the raw material documents and the formula with the ingredients quoted in BDIH key to the toxicologist who has been assigned as surveyor by the customer (§ 5b1.4.). The expert judgement is filed in the product documentation by the contract supplier, a copy of it is sent to the customer. 

Following this procedure the formula developed by the contract supplier  does not need to be disclosed. The customer saves money for development fees. The customer does not need the formula cause declaration is supported by the contract supplier (§ 5a). Only raw materials, which must be mentioned on the packaging material  due to restricted use, are quoted (§2.1). The formula is disclosed to the authorities only at the place of manufacture (§5b1.1). The specification of the raw materials gives a certain information regarding the composition of the product, but this is only shown to the monitoring authorities in charge of the inspection at the contract supplier‘s place (§5b1.2.). The formula is sent to the toxicological surveyor directly (§5b1.4), as well as it is sent directly to the laboratory for efficacy trials (§5b1.7.). Thanks to the excellent collection in the poison information formula guide the complete quotation of the individual formulas is not necessary in case of registration (§ 5d2).

The file „undesired side effects“ (§5b1.6) can be taken care by the contract supplier, who should be informed regularly in order to find out about any problems and to be able to propose consequences for the concept, the formula, the packaging material or the manufacture procedure. Generally speaking, the contract supplier should get involved into the management of complaints at an early time, in order to appear as a qualified expert in front of the consumer (BDIH plan to manage complaints) and to be able to suggest  consequences.

Regulation of responsibilities, additional services

Of course each and every point of the BDIH duty schedule for contract supply is negotiable and can be put into the obligation of the customer or the contract supplier. Our perspective seems to show certain advantages in designating the contract supplier as the agent in charge including the inspection at the agent‘s location according to § 5b1 KVO, even if interested groups still claim an obligation to the „48 hours time limit“ for all contract suppliers of major cosmetic companies.

It seems quite important to us, to regulate particularly

· the microbiological responsibility if manufacture is performed at a  

    different place from packaging,

· the responsibility for packing problems if manufacture is performed at a different location,

· the responsibility for product presentation and texts in general.

Also the opportunities of possible services by contract suppliers e.g.


consumer questions and answers,


involvement into complaint management,

 
information about new trends,


lectures, training, publication etc.,


regular sampling of new trend developments

should be offered and agreed to.

A consequent distribution of the obligations mentioned and the consideration of all these points regarding the development and introduction of new products makes the partnership between the customer and the contract supplier much easier. Thus an easy chance is given to recognize serious business partners fast and to avoid others. We are aware of the extensive  expenditure on informational work to be done, but we are ready to serve it. On May 17th. 99 an open meeting takes place for all interested contract suppliers and their customers, in which this schedule of duties is extensively explained, discussed and where lean solutions of application are introduced.
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Table 1:  Range of duties of contract supply.

Competent professionally contact partner 

Overall impression of inspection relevant facts


Cosmetic – GMP


Organisation


Professional competence


Seriousness

More documents than required by law 

Saving of time


all members of staff available at one place for questioning


all answers given immediately


complete general view during one inspection


examine of different customers at the same contract supplier


only one responsible partner to deal with

________________________________________________________________________

Table 2:  Advantages for the authorities by inspection at the contract supplier.


Low cost

Saving of time

lean personnel staff at the customer

Avoidance of double work


Keeping of files


Documentation


Contacts with authorities


Visits, inspections

________________________________________________________________________

Table 3:  Commercial advantages of inspection at the contract supplier

