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THE CODE OF BUSINESS PRACTICE
(The Code of Good Practices of the market of medical devices)  
INTRODUCTION
The members of the Polish Chamber of Commerce of Medical Devices POLMED, while being the socially responsible companies whose activities are guided by the principle of honesty towards the patient, while supporting the development of medical care system, thus sparing no effort to provide the highest quality of manufactured and marketed medicinal products, declare hereby that in order to run a business activity and cooperate with the health protection representatives, it is essential to implement ethical standards and to obey the existing law in everyday operations.  
The POLMED Chamber Members, while recommending the implementation of ethical practices in business operations, respect the health protection representatives’ obligation to make independent decisions and choices.    
The following Code defines the rules of conduct for the Chamber’s members while establishing relations with the health protection representatives. 
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1. GENERAL PROVISIONS
1.1 Applicability
The provisions of this Code are applicable to any and all spheres of the Signatories’ business activities.
The provisions of the Code become binding to all Signatories thereof as of the day of signing the accession declaration. 
The adopted solutions shall be perceived as the rider to the existing and valid law, and to the internal regulations that are implemented by the Code’s Signatories.  
The Code constitutes a set of norms, the observance of which shall ensure the compliance with the highest ethic standards.
For the purpose of this Code, the notion “health protection representatives” shall include also the patients’ organizations.
1.2 The Signatory’s scope of responsibility 
The Code’s Signatory shall be responsible for appropriate and proper operations of his employees and third persons acting on his behalf within the scope of the Code’s provisions. In particular, any and all persons engaged in running the promotional activity and developing suitable materials, as well as persons involved in any kind of contacts with the  health protection representatives shall be trained with regard to the scope of legal regulations being in force and the requirements set forth in this Code.  
1.3 General guidelines
The Code’s Signatories shall run their business activities in line with the provisions of the valid regulations concerning the protection of competition and public procurements. Forbidden operations can include in particular the exchange of price information and other confidential information with competing entities and entering into agreements and contracts with competing companies in order to settle the prices, share customers or regions, or to limit the sales volume. 
Moreover, the act of unfair competition shall also include any kind of activity that is against the law or good practices, if this activity poses a threat to or actually violates the rights of other entrepreneurs or customers, and especially:
· misleading marking of the company;
· counterfeit or fraudulent marking of the geographical origin of goods or services;
· misleading marking of goods or services;
· breaching the company’s trade secrets;
· persuading/forcing to terminate the agreement or to fail to execute such; 
· products imitation;
· slandering or unfair praising;
· impeding the access to the market; 
· unfair or forbidden advertising;
· organizing the system of avalanche sales and conducting or organizing the business activity based on the consortium system. 
Moreover, the act of unfair competition shall be understood as hindering other entrepreneurs from entering the market, in particular using the following methods:
· sales of goods or services below their production or provision costs, respectively, or resales thereof below the purchase costs in order to roll out other entrepreneurs;     
· persuading third persons to refuse sales to other entrepreneurs or to fail to purchase goods or services from other entrepreneurs;
· substantially groundless, differentiated approach towards some customers; 
· actions aimed at forcing the customers to choose a particular entrepreneur as a contracting party, or providing conditions that might be conducive to third parties while imposing the purchase of goods or services from a particular entrepreneur. 
The business operations shall be conducted in line with valid regulations concerning the protection of natural environment.
The patients’ personal data, as well as other kinds of confidential information or personal details shall be stored and used exclusively in line with the existing legal provisions.
 OF COOPERATION
Legal solutions that constitute the Code’s fundaments have been developed based on the following principles:
· the principle of separation; 
· the principle of transparency and employer notification;
· the principle of relevance ;
· the principle of documentation.
2.1  The principle of separation 
The principle of separation accounts for the provision that any and all support provided to the health sector representatives can not be abused/misused in order to exert unfair influence thereon. 
2.2 The principle of transparency 
The principle of transparency accounts for the provision that the services provided to the health sector representatives shall be reported to the employee or supervisor. 
The health protection employee shall inform his/her employer or supervisor about the fact of establishing the cooperation. 
2.3 The principle of relevance
According to the principle of relevance, both the service and remuneration set forth in the contract have to be mutually proportional.

The remuneration for services rendered by the health protection representative towards the companies marketing medicinal products shall be subject to the scope of a service being provided, time load and special qualifications of a partner to the contract. 

At the same time, the remuneration has to remain within the brackets that are usually set forth under similar agreements.
2.4 The principle of documentation
According to the principle of documentation, the obedience to the mentioned principles in a situation when the cooperation is being established in the form of a civil legal agreement, shall be documented in writing.
III. INTERACTIONS WITH THE HEALTH PROTECTION REPRESENTATIVES
The following guidelines define the standards that shall be implemented and accounted for while maintaining relations with the health protection representatives.

They are not aimed at taking up or replacing the rules or regulations of conduct (for example the corporate codes of conduct). 

All the Signatories shall ensure - independently from each other - that their relations with the heath protection representatives fully comply with any and all legal provisions and codes of conduct for different professional groups being in force at a given moment.
3.1 Unlawful payments and practices
Any and all payments due, resulting from particular hitherto signed contracts with the health protection representatives or a health care/protection facility, shall be settled through the bank transfer for the contracting party's benefit. 
The Code’s Signatories shall not (either directly or indirectly) offer, transfer or authorize to transfer a property benefit, personal benefit or any other objects having a certain value, aimed in particular at:   
· influencing the judgement or behaviour of any person or entity;
· being granted or maintaining the order; 
· influencing the actions or decisions taken by any public official or any other entity that executes the tasks set forth the public administration. 
The exclusion set forth in item 3.6 shall be applied accordingly.
3.2. Advertisement and promotion
The Code’s Signatories are obliged to ensure the compliance of the promotional and advertising activities with existing and valid legal regulations.  
Any and all presentations of medical devices and comparisons thereof shall be conducted in a fair, balanced, reliable and adequately complex manner, in order to enable the target customers to develop their personal, objective judgment on the product's value in use. 
The advertising activities shall not contain information that would mislead the target audience, either unintentionally or in purpose, by using suggestions, exaggeration, or ambiguity.  
It is strictly forbidden to hand over unjustified and undue material benefits, in particular to pass money or gift vouchers. 
3.3. Acts of hospitality 
Any and all acts of hospitality provided to the meeting participants shall remain in strict relevance to the basic (general) purpose of the meeting itself, i.e. they shall be limited to covering the costs of:
· travel (usually used means of transport, i.e. railway, air transport in economy class, if the time of travel exceeds six hours net the business class is acceptable); 

· Lodging (hotels that are perceived as being of standard class in a given geographical region, or those recommended by the meeting/event organizer(s));
· Board (meals), 
· Registration fees related to the participation in the meeting.
It shall be borne in mind, however, that the acts of hospitality shall be related exclusively to the participants of the meeting (health protection representatives); they do not provide for the accompanying persons, including family members thereof. 

The coverage/reimbursement of particular moderate costs of participation in meetings, training events, or business congresses shall not condition the cooperation, shall not constitute the remuneration due for purchasing the medical devices or the reward for taking certain purchase decisions for the benefit of the Signatory.  
3.4 Rules for organizing symposiums, congresses and other meetings 
Promotional, trade, scientific, or professional meetings, congresses, conferences, symposiums and other similar events, including the sessions of advisory bodies/commissions, visits in Signatories' research centres and/or production facilities, meetings of researches and scientists dedicated to the planning and training projects or other events of training and educative character, that are organized or sponsored by or on behalf of the Code's Signatory shall meet the following criteria:      
· they shall be organized in venues/locations appropriate and relevant to the main purpose of the meeting, for example in clinical facilities, laboratories, training centres, conference halls, including those on the Code's Signatories' premises or in available conference facilities that support the effective conveyance of knowledge and enable the necessary practical training.    
· training personnel shall be appropriately qualified and experienced to organize and manage such meetings;  
· the Signatories, while selecting the meeting participants, shall be guided by objective selection criteria, based on subject matter assumptions;  
· the subject matter agenda of the event shall be adjusted and relevant to the meeting's target audience.  It is important to precisely define the kinds of information that are to be conveyed during the meeting and to differentiate between the educational-scientific scope of information and the promotional-marketing one.   
· it is allowed to finance or co-finance the conferences organized by  the national, regional or specialist medical associations or accredited entities of life long education.  The Signatories are allowed to support the organization of the conference, educational and/or scientific events, in return for the company's promotion throughout the event;  
· the Code's Signatories, within the scope of and based on relevant agreements,  shall be able to transfer financial means for covering the costs of organizing the scientific or educational event for the health protection representatives in return for a particular, equivalent benefit ensured by the organizer, such as: 
· granting the title of the event Sponsor or Partner; 
· enabling the organization of a scientific session for the meeting participants;
· rendering available the exhibition surface (at actual costs); 
· providing the event Sponsor/ Partner with invitations to be distributed amongst the heath protection representatives to enable their participation therein, etc.
It is not advisable to finance or co-finance the celebrations/occasional events for the health protection representatives. 
3.5 Agreements with consultants
The health protection representatives shall be able to act as the association members' consultants, delivering valuable and specialist consulting services that include the researches, membership in advisory boards, presentations and lectures at the trainings sponsored by the Code's Signatories and the cooperation in the development of medical devices. The consulting services provided shall be of scientific character and relevant to the remuneration due. At the same time, the remuneration has to remain within the brackets that are usually set forth under similar agreements.
The following factors shall account for the existence of a bond based on the consulting relation between the member of a given association and a health protection representative:   
· agreements relating to the consulting services with the health protection representatives shall be made in writing, signed by the parties thereto and include the precise definition of services to be provided;    Such agreements shall remain in line with the legal regulations binding at the service provision location and Polish law;
· the remuneration for consultants who are the health protection representatives shall be subject to the character of the provided services.  The remuneration can not exceed the market price for delivered services; neither can it be related to the sales volume of medical devices the amount or value of which would depend on the consultants' opinion; the remuneration shall be paid based on the actually delivered services and in line with binding tax law and other legal requirements; 
· the consulting contracts shall be entered into only when the lawful purpose of providing such services has been defined in advance.    
· the selection of consultants shall take place based on their actual qualifications and expertise ensuring the effective execution of the contract purpose;
· the place and circumstances of the meeting with consultants shall be relevant to the subject matter of the consultations, and some small acts of hospitality related to the meeting shall be of modest value and of secondary importance to the meeting's general objective.   

· if the Signatory hires the health protection representative as the consultant for scientific researches, it shall be necessary to draw a written research protocol and to obtain any and all legally required permits and approvals. 
It is not forbidden to pay the remuneration commensurate to the work outcomes and due for providing particular medical services as agreed upon under the agreement.  It is advisable to sign the agreements not with the health protection representatives in person, but with the entities employing them. It shall concern in particular the situations where, in order to execute the cooperation, it is necessary to use the personnel and equipment of the health care facility. In such cases, the remuneration shall be paid to the health care facility as such, and not to the physician himself/herself.
3.6 Gadgets and promotional items given to the health protection representatives 

Within the binding legal regulations, it is allowed to present the health protection representatives with some promotional items of minute value up to PLN 100 gross, which are related to the medical or pharmaceutical practice and are labelled with logo advertising a given company or medical device.  
It is also allowed: 
· Within the scope of legal practice, to hand in relevant product samples and the possibilities of product evaluation;
· To hand in some flowers, nominal gifts/presents up to PLN 100 gross, providing that handing thereof is accepted by custom in relations of a particular kind;  The gifts/presents shall not  be of luxurious character and if possible they shall be labelled with a company's logo.
It is strictly prohibited to advertise and promote medical products using the methods based on giving or promising material benefits, personal gains, handing in presents and awards, and sponsoring the trips whose character is different than the one mentioned in items 3.4 and 3.5.
3.7 Passing information and data related to refund, other economic data, product information.
The Code’s Signatories shall be allowed to disclose to the health protection representatives and other market participants the data on the financial performance and their products' refund rate. Such data shall be limited solely to an appropriate scope of sales/refund of Code's Signatories' products, or related procedures making use of these products, or to encouraging to provide the economically profitable delivery of such products.  

It is also allowed to provide the health protection representatives with trade information including the basic medical product data.   

3.8
Donations 
The Code's Signatories can transfer the donations, including subsidies, for charity purposes or other fundraising purposes, in particular such as supporting the medical researches in order to develop the medical sciences or education, local health care, patients' education, public education or sponsoring the events that are aimed at raising funds for charity purposes.   The donations shall be transferred solely to the organizations or entities that are legible for receiving thereof, according to the binding provisions of law. Any and all donations shall be properly documented. 
In particular, it is recommended to use the donations for financing:
· the progress in medical education. the Signatories shall be able to transfer the donations in order to support the medical education of the students of medical universities, traineeship participants, beneficiaries of scholarship programs being of charity or academic character and, providing that it remains in line with the introduction thereto, for other medical personnel;   
· support of educative activities provided for patients or society as a whole in the field of crucial issues relating to the protection of human health.  

Once the donation has been transferred, it is necessary to abide by the following rules: 
· Always required is the declaration issued by the authorities of the health care facility being granted the donation confirming the fact of accepting the donation; 
· If a health care representative was involved in the process of granting the donation, the consent of his/her direct supervisor or employer is also required;  
· While transferring the donation, one shall bear in mind that the transfer can only be executed to the official account specified and owned by a beneficiary thereof.     

The very fact of donation being credited to the account shall be confirmed with a relevant receipt in the light of the fiscal law.  It is not allowed to transfer the donation for the benefit of individual employees of the health care facilities.  
The Code's Signatories can transfer the donations for the benefit of natural persons exclusively in particularly justified and documented cases, upon prior approval by the Board of a company making a donation.  
IV. IMPLEMENTATION OF, COMPLIANCE WITH, AND EXECUTION OF THE CODE 
4.1 General provisions
The Code's Signatories shall undertake activities aimed at ensuring the dissemination and promotion thereof amongst the employees and affiliates, as well as persons representing them in external relations.   

Each and every Code's Signatory is obliged to possess and keep a valid copy of the Code. 
The Code's Signatory shall appoint at least one person who shall be responsible for introduction of the Code's provisions and supervision over the observance thereof by the employees and affiliates.   
At least once a year, the Signatory shall train the employees and affiliates, including the persons representing him in external relations, on the scope of rules and conduct regulations set forth in the Code.   

The Code's Signatory who has experienced a potential abuse, shall make a plea to the Code's Signatory being the initiator of the abuse for immediate cessation of the abuses of activity.   
4.2 Disciplinary proceeding
Any and all disputes that can arise due to the execution of this Code that the parties thereto shall not be able to settle in amicable manner or the cases of possible abuse of the Code provisions shall be settled by the Disciplinary Court, and in the case of appeal being filed, by the Appeal Court.
The Disciplinary Court shall consist of five members, and the Appeal Court of seven members appointed to examine a particular case (rotary makeup). 

The members of the Courts are appointed in turn, based on the Chamber's list of members.  

The participation in the Court's makeup appointed to examine a particular case shall be forbidden to the Chamber's member:  
1) who files the notion for penalization
2) against whom the notion for penalization has been filed
3) if the member makes believable the essential premises that can influence his/her impartiality while examining and settling the case 
The Disciplinary Court and Appeal Court are chaired by the Chamber Executive President with no voting right. The Executive President shall pass the information concerning the appointment of a Chamber's member to the Court's makeup. 
Authorization to file the case to be settled by the Disciplinary Court in the form of a motion for examining the case is entrusted with:  

1) The Code's Signatory,  

2) and other entities upon the Board's approval.
The motion shall include at least the following: 
1) data on the entity reporting the abuse;
2) data on the entity that has been charged with the unfair and unethical practice;
3) description of the unethical practice;
4) evidence to the case.
The fact of the motion being filed shall be communicated to the Chamber's statutory organs.
The Disciplinary Court shall examine the case during the session open for the parties. The Disciplinary Court shall overrule the motion for penalization if it is evidently groundless and unjustified. 
The entity against whom the motion for penalization was filed can issue the opinion on the content of the motion and to provide evidence within 30 days upon receipt of the motion.  In the scope not regulated by the proceeding before the Appeal Court, the applicable regulations concerning the proceeding before the Disciplinary Court shall apply. 
The statutory authorities shall adjudge based on the evidence presented by the parties; they can use the external experts' advice the costs of which shall be charged to the party that has been found guilty of infringing the Code's provisions. If the court exculpates the party form the charges, the costs of expertise shall be borne by the Chamber. 
The Disciplinary Court shall not be deemed the proper body to examine the cases in which the proceeding has been commenced before the state administration bodies or general courts, excluding the provisions of the Code.  
The parties shall be entitled to launch the appeal against the Disciplinary Court’s final sentence to the Appeal Court.  

The appeal shall be launched within 30 days upon the effective delivery of the Disciplinary Court’s final sentence. 
The sentence of the Appeal Court is final irrevocable.
The court shall determine the party’s guilt or innocence through a secret voting (absolute majority with no right to refrain from voting) . 
In the case of reporting the infringement of the Code's provisions, taking into account the kind and scale of the infringement damage and the benefits gained as a result thereof by the party, the Disciplinary Court can adjudge:   

1) the admonition;
2) financial fine in the amount up to three monthly membership fees (that shall be transferred to the Chamber's training objectives in the scope of business ethics).
3) removal form the Chamber.
Each time the sentence shall be made in writing and include:
1) Name of the mover and punished party;
2) Acknowledgement of the infringement;
3) Type of punishment imposed for infringing the Code's provisions.
The sentence is uploaded to the Chamber's Internet website and is present there for the period of three months upon the legitimization of the Court's judgement. The entity that has been found guilty is obliged to execute the adjudged penalty within one month under pain of being expelled from the Chamber's member companies.
The proceeding held before the Disciplinary Court and Appeal Court shall, if possible, be concluded within tree months from the date of filing the motion for penalization.     

4.3 Accepting the Code, amending and termination thereof 
This following Code has to be accepted by all members of the POLMED Polish Chamber of Commerce of Medical Devices and is open for being approved and internalized by entrepreneurs operating in the field of health care and protection and by organizations that associate such entrepreneurs, as well as by other business entities.
In order to join the Code it is necessary to file a written declaration of acceptance that shall be filled according to the specimen constituting an Attachment thereto.     

The entities that, as of the day of accepting the Code by the General Meeting, have been the Chamber's members, become ultimately the Code’s Signatories. 
The proposals for amendments shall be made in writing and shall be passed to all the Chamber's members for feedback (30 days deadline). The proposals for amendments, together with the opinions and feedback provided by the Chamber's member companies shall be presented during the session of the General Meeting, where they shall be subject to voting.  The information concerning the adopted amendments shall be passed to the Chamber's members.
Each of the parties shall be able to terminate in writing the Code with a 30-day-notice, informing the Executive President about this fact. 
* valid declaration for new CHAMBER members  

Annex 

DECLARATION
Acting for and on behalf of ............................................................................. (full name of the POLMED Chamber member, name of the entity), registered in.............................................................................. (name of the register), under the number ............................. (register number), after having familiarized myself with the CODE OF BUSINESS PRACTICE I do hereby declare that I accept and join the Code, while at the same time committing myself to abide by the provisions set forth therein  in the business operations ........................................................................  
.................................           .....................................................

          (DATE )                       (SIGNATURE of the person holding the power of attorney) 
..................................................................................................................

(POSITION/NAME OF THE CHAMBER MEMBER/ACCEPTING ENTITY) 
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