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Article 1. GENERAL PROVISIONS
1.1 The Association of Clinical Trials Organizations hereinafter referred to as “Association” is a non-commercial organization in the form of an Association uniting legal entities, the participants of the Russian clinical studies market.

1.2 The full title of the Association in Russian is “Ассоциация организаций по клиническим исследованиям”, the short title is “АОКИ”.
1.3 The full title of the Association in English is “Association of Clinical Trials Organizations”, the short title is “ACTO”.

1.4 The Association operates in accordance with the effective legislation of the Russian Federation and the provisions of the present Statutes. 

1.5 The Association operates on the basis of the principles of transparency, collegiality in taking decisions, voluntary participation and equal rights of the members of the Association, honesty and mutual assistance in relations between them. 

1.6 The Association is a legal entity since the moment of state registration, it owns solitary property, has an autonomous balance sheet, stamps and business stationery with its name in Russian and English and an emblem.

1.7 The Association is not liable for obligations and guarantees of the Government and its members. The Government in its term is not liable for obligations and guarantees of the Association. The members of the Association are subsidiary liable for obligations of the Association in equal shares.

1.8 The Association may form branches and open representative offices. The branches and representative offices are not legal entities and operate on the basis of the Regulation approved by the Board of the Association. The Association is responsible for the activity of its branches and representative offices.
1.9 The Association establishes business relations with Russian and foreign state bodies, commercial and non-commercial organizations. 

1.10 The location of the Association is: 127006, Russia, Moscow, Malaya Dmitrovka Str., 4.

Article 2. OBJECTIVES AND SUBJECTS OF ACTIVITIES OF THE COMPANY
2.1 The primary objectives of the activity of the Association are as follows:

· incorporation of organizations, members of the Russian clinical studies market for coordination of the business activities of the Association’s members;

· assistance in development of a civilized clinical studies market in the Russian Federation; 
· improvement of the quality of studies;

·  protection of rights and common interests of the companies participating in the process of clinical studies. 

2.2 The main subjects of the Association are as follows:

· assistance in improvement of the quality and safety of clinical studies carried out in the Russian Federation;

· assistance in ethical principles of business in the sphere of clinical studies;

· improvement of activity standards of the participants of the clinical studies market;

· assistance in harmonization of the Russian legislation in the sphere of regulation of clinical studies with international standards and rules;

· provision of stability of the legal base in the sphere of clinical studies;

· creation and support favorable conditions for the companies carrying out clinical studies in Russia;

· assistance in growth of the Russian clinical studies market, improvement of its investment attractiveness and involvement of international projects;

· development of a civilized and effective system of protection of the branch interests;

· development of the effective dialogue of the branch with governmental authorities and society in whole;

· protection of rights and legal interests of the members of the Association;

· improvement public and government image of the branch;
· assistance in provision of the balance of interests of the participants of the clinical studies market, patients, medical society and the government;

· coordination of the activity of the Association members in implementation of joint projects.

2.3 To achieve the charter objectives the Association:
· develops and adopts ethical principles and rules of professional activity of its members, controls their abidance, acts as an arbitrator in case of conflicts between the members of the Association;

· participates in development and assists in adopting of the national standards in the sphere of clinical studies;

· monitors the Russian legislation and the legislation of other countries and analyses the projects of laws and subordinate acts developed in the sphere of clinical studies;

· supports the adoption of legislative and subordinate normative acts contributing to development of the clinical studies market;

· challenges in a stated procedure the effective legislation contradictory normative acts as well as the officials’ activities and inactivities which violate the legal rights and interests of the participants of the clinical studies market;

· analyses development trends of the clinical studies market and informs the branch participants about the market situation;

· provides clinical studies market participants and international organizations with objective information about its activity;

· provides representation and defense in cases and in accordance with the procedure established by the legislation the legal rights and interests of its members in state and non-state organizations, mass media, international organizations and other third parties;

· develops and implements projects and programs aimed at achievement of charter objectives; 

· cooperates and strength the cooperation with the government and non-governmental  organizations whose activity corresponds with the Association charter objectives;
· participates in conferences, symposiums, seminars, exhibitions, round-table meetings on vital issues of the branch;

· provides publishing activities.

2.4 The Association has a right to carry out other activity not contradicting to the effective legislation and aimed to achieve the charter purposes.

Article 3. MEMBERS OF ASSOCIATION. THEIR RIGHTS AND LIABILITIES. 
3.1 Both Russian and foreign legal entities legally acting on the territory of the Russian Federation being the participants of the Russian clinical studies market admitting and observing the Statutes of the Association and operating in accordance with the international standard of the Good clinical practice (ICH GCP) as well as those who have already paid the joining and membership fee can become members of the Association.
3.2 The amount of the joining and membership fee and the sequence of their payment are established by the General Meeting of the members of the Association. 

3.3 Admission as a member of the Association should be carried out by the General Meeting of the members of the Association on the basis of the application of the candidate and recommendations of at least two members of the Association. The legal entity wishing to become a member of the Association and meeting the requirements of the present Statutes shall make the appropriate application to the Executive director of the Association.


The Candidate’s application shall be considered on the nearest General meeting of the members of the Association.


The legal entity gains the rights and responsibilities of the members of the Association from the moment of taking of the corresponding decision by the General meeting. When admitting new members to the Association their payment of joining fee should acquit them of payment of the annual membership fee for the current year.
3.4 All the members of the Association should preserve their independence and the rights of the legal entity. The decisions of the Association not related with responsibilities of the members should be concerned as an advisory. 
3.5 The Association is not liable for the obligations of its members. The members of the Association are subsidiary liable for the obligations of the Association in equal shares.

3.6 The members of the Association may exercise the following general rights:


3.6.1 to participate in the Association’s activity including management of the Association’s business subject to the procedure established by the present Statutes, in implementation of the projects and programs and discussing of matters connected with the Association’s activity; 

3.6.2 to elect and be elected to the board of management of the Organization;


3.6.3 to receive information about the Association’s activity and its management bodies;


3.6.4 to make proposals, requests and applications to the Administration of the Association on the questions connected with the Association’s activity;

3.6.5 to use assistance of the Association in the sphere of protection of their  rights and legal interests in relations with business partners, government authorities of the Russian Federation and in contractual function with foreign state and non-governmental organizations;

3.6.6 to use the property, material, technical and informational abilities of the Association, get consultation and recommendations on questions of their charter activities;


3.6.7 to be a member (participant) of other non-commercial and commercial organizations;


3.6.8 to leave the Association at discretion.

3.7. The Association members are obliged:


3.7.1 to comply with the present Statutes, provisions, as well as carry out decisions approved at the General members meeting;

3.7.2 to perform their activities on the basis of principles of respect of other Association members, honesty not admitting cases of unfair competition;


3.7.3 to refrain from any actions that can damage the image of the Association or contradict the objects of the Association;


3.7.4 to provide Association with information necessary for implementation of the charter objectives of the Association except for the information being a trade secret;


3.7.5 not disclose confidential information about Association activities or about the activities of any of its members;

3.7.6 to perform commissions of the Administration of the Association approved by them;


3.7.7 to render assistance to the Association in its activities, improve image and efficiency of work of the Association, assist in strengthening of clinical studies market participants cooperation on the basis of honesty, mutual respect and support, absolute fulfillment of mutual obligations;


3.7.8 to pay joining, annual membership and additional one-time fees and fulfill other liabilities incurred within the frames of the activity of the Association in proper time;
3.8 The membership in the Association is performed on a voluntary basis. The member has a right to take a decision about withdrawal from the Association sending the appropriate written application to the Executive Director of the Association. At the moment of withdrawal from the Association the member is subsidiary liable for the obligations of the Association occurred before submitting of a withdrawal application.

3.9 The legal entity can be expelled from the Association on the decision of the General Meeting of the Association members in the following cases;

· fragrant or systematic (more than 2 times) violations of the Statutes of the Association;

· systematic nonfulfillment of the commissions issued to them in accordance with the present Statutes;

· non-payment of the membership fees;

· impeding to achievement of the charter purposes of the Association.

3.10 Motivated decision on withdrawal from the Association membership should be sent to the legal entity within 10 days from the moment of making of a decision.

3.11 In case of withdrawal from the Association the member is subsidiary liable for the obligations of the Association occurred before making of a withdrawal decision.

3.12 The legal entity withdrawn from the Association may apply with request about affiliation to the Association membership on the usual terms not earlier than one year after its withdrawal. 

3.13 In case of withdrawal of the legal entity from the Association the joining and membership fees paid by them are not subject to return.

Article 4. MANAGEMENT AND CONTROL BODIES
4.1. The bodies of management of the Association include:

· the General Meeting of the Association members (the superior body of the Association);
· the Board of the Association (the collegial executive body of the Association);

· the Executive Director of the Association (sole executive body of the Association).

4.2 General Meeting of the Association members


4.2.1 The General Meeting of the Association members (hereinafter referred to as “General Meeting”) is the superior body of the Association.


4.2.2 General Meeting is held when necessary but at least once a year. The agenda and the date of the General Meeting are determined by the Board of the Association. 
4.2.3 Special General Meeting can be held by the initiative of the Board of the Association, the Revision Committee and by request of at least of one third part of the Association members. Proposal to convene Special General Meeting coming from the Revision Committee or the Association members should be sent in the written form to the Board of the Association with indication of the proposed agenda and the date of the General Meeting. The proposal should be sent to the Board of the Association not later than 30 days before the date stated in the proposal on the General Meeting. 

4.2.4 The General Meeting has a right to transact any business concerning of organization and activity of the Association. 

The exclusive competence of the General Meeting should include solution on the following questions:

a) changes in the Statutes of the Association;

b) indication of priority trends of activity of the Association, principles of formation and use of the Association property;

c) indication of the quantitative composition of the Board of the Association;

d) election of Board of the Association and early termination of power of the Board of the Association;
e) appointment and early termination of the power of the Executive Director of the Association;

f) admission of new members to the Association and withdrawal of the members from the Association;

g) approval of the reports of the Board of the Association, the Revision Committee of the Association and the Executive Director of the Association; 

h) determination of the amount of joining, annual membership and additional one-time fees, joining, terms and sequence of payment;

i) appointment of a revision, election of the members of the Revision Committee and termination of their power;

j) establishment of branches and opening of representative offices of the Association;

k) taking of decision on participation of the Association in other Russian and international organizations and unions;

l) taking of decision on reorganization and liquidation of the Association.

4.2.5. On the General meeting each Association member should have one vote. The power of the representative of the Association member for participation in the General Meeting shall be confirmed in accordance with the requirements of the Civil Code of the Russian Federation. 

4.2.6 The General Meeting has a right to take decisions if at least a half of the members of the Association participate in it. If the quorum is not collected the General Meeting should be transferred. 


4.2.7 The decisions of the General Meeting come into force immediately if other is not stated in that decision.


4.2.8 The decisions on questions of reorganization, liquidation of the Association should be taken only if at least 2/3 of the Association members present on the General Meeting voted for that. The decisions on alteration of the Statutes of the Association, on indication of priority trends of activity of the Association, principles of formation and use of the Association property, appointment and early termination of the power of the Executive Director of the Association should be taken if at least 2/3 of the Association members present on the General Meeting have voted for that. The decisions on other questions should be taken by the majority of votes of the Association members present on the General Meeting. 
4.2.9 General Meeting is presided by one of its members by the commissioning of the Board of the Association. 

4.2.10 General Meeting convocation and holding is performed by the Executive Director of the Association. 

4.2.11 Notice of holding the General Meeting is sent to all Association members in writing form or by email at least 15 days before the meeting  with indication of the agenda, place and time of its holding. 

4.2.12 Decisions taken by the General Meeting should be brought to notice to all Association members in writing form or by email during 10 days after the meeting.

            4.3 The Board of the Association

4.3.1 During the period between the General Meetings the general management of the Association activity is performed by the Board of the Association (hereinafter referred to as “Board”).


4.3.2 The competency of the Board includes solution of the following items:

a) to call the General Meeting, to propose agenda of the General Meeting;

b) to submit  plans of priority trends of the Association activity to General Meeting for approval;

c) to report to the General Meeting the results of the Association activity;

d) election and recall of the Chairman of the Board;

e) establishment of the official salary amount of the Executive Director of the Association;

f) issue of a permission to the person functioning as the Executive Director for positions overlapping in the management bodies of other organizations;

g) approval of the Association budget and the annual report on its fulfillment;

h) approval of the programs, projects of the Association, short-term and long-term plans of the Association, formation of committees and working groups of the Association;
i) approval of the documents regulating the activity of permanent and temporary committees and working groups formed on the decision of the Board, approval of the reports on their work.

4.3.3 The Board has a right to take decisions in other questions of organization and activity of the Association except for the questions referred to the exclusive competency of the General Meeting.

4.3.4 The Board is elected by the General Meeting from the number of representatives of the Association members. The Board is accountable to the General Meeting and is elected for one-year term.

4.3.5 The Executive Director of the Association is a part of the structure of the Board by his position and has a right to vote together with other Board members.

4.3.6 The composition of the Board is approved by the General Meeting and should consist of at least 5 people.

4.3.7 By the decision of the Board the invited people can take part in its work. The invited people do not have any rights to vote. 

4.3.8 If any member of the Board withdraws from the Board structure during his term of powers, the Board should appoint a new member for the remaining term of the previous Board member. Such appointment should be approved at the nearest General Meeting. 

The members of the Board terminate their power if they retire from the organization being a member of the Association. 
4.3.9 The Board is managed by the Chairman elected by the Board from its members by simple majority of votes. The Board has a right to elect any quantity of Chairmen. In this case the management of the Board activity is carried out by its co-Chairmen on principles of parity.

4.3.10 The Board sessions are hold as and when necessary but at least once a quarter of a year.
4.3.11 The Board has a right to take decisions if more than half of its members are present on the meeting. 

4.3.12 The Board decisions are taken with a simple majority of votes of its members present on the session. The Board decisions should be formalized in minutes and brought to the attention to all Association members in writing form or by e-mail during 10 days after the Board session. 

4.4 Executive Director of the Association

4.4.1 The Executive Director is the sole executive body of the Association. Executive Director is appointed under the decision of the General Meeting of the Association for a one-year term.
4.4.2 The Executive Director carries out operative management of the activity of the Association office and staffers.

4.4.3 The Executive Director is accountable to the General Meeting of the Association. 

4.4.4 The Executive Director without power of attorney represents the Association interests in relations with the legal and physical entities in the Russian Federation and abroad. The Executive Director has a right of the first signature on financial documents of the Association. 

4.4.5 The competency of the Executive Director includes:

a) organization of fulfillment of decisions of the General Meeting and the Board of the Association;

b) employment and dismissal of staff officers of the Association, use of encouragement and levy measures for them;

c) determination of the conditions of labor compensation of the staffers of the Association office, preparation of limits and estimation of the administrative and economic expenses;

d) orders, decrees, statements publishing, approval of instructions, rules of internal labour schedule, issue of power of attorney;

e) formation of working groups and temporary creative teams, invitation of experts for participation in development of the Association programs and projects;

f)             opening of accounts of the Association in credit organizations;

g) administration of assets and financial means of the Association and fulfillment of current expenditures of the Association within the budget approved by the Association Management Council;

h) organization supporting of the activity of the General Meeting and the Board of the Association.


4.4.6 The Executive Director has a right to decide other questions of the Association activity except for the questions referred to the exclusive competency of the General Meeting and the Association Management Council. The Executive Director has a right to transfer his power to other people on the basis of the power of attorney. 

Article 5. PROPERTY AND ECONOMIC ACTIVITY OF THE ASSOCIATION
5.1 The Association may be an owner of buildings, facilities, equipment, inventory, money in roubles and foreigh exchange, shares and other property. The Association may own lots or posses them on other rights according to the legislation of the Russian Federation. 
5.2 The Association is liable for the obligations with that of its property on which punishment can be imposed according to the legislation of the Russian Federation.   

5.3 The main sources of formation of the Association property in monetary or other form are as follows:

· regular and one-time fees from the members of the Association;
· voluntary material fees and contributions
· gains from sale of the goods, operations, services;
· dividends (incomes, rates) from shares, bonds;

· dividends from other securities and investments;
· incomings from the property of the Association;

· other legal incomings.

.

5.4 For the financial and material guarantee of the charter purposes and aims the Association has a right to:

· carry out publishing activity in accordance with the procedure established by the legislation of the Russian Federation;

· involve material and financial means of the Russian and foreign investors;

· open accounts including the currency ones in bank organizations, use bank credits;

· cooperate with governmental and non-governmental organizations, including international bodies and organizations, other legal and physical entities;

· carry out other types of activity responding to the chartered aims and objectives and not prohibited by the legislation of the Russian Federation.

Article 6. CONTROL OF THE FINANCIAL-ECONOMIC AND CHARTER ACTIVITY OF THE ASSOCIATION

6.1 The financial year of the Association begins on the 1st of January and ends on the 31st of December. The first financial year of the Association begins from the date of its state registration and ends on the 31st of December of the same year.

6.2 The Association keeps business and statistic accounting in accordance with the procedure established by the legislation of the Russian Federation. 

6.3 The Association presents information about its activity to the bodies of state statistics and tax bodies, the members of the Association and other people in accordance with the legislation of the Russian Federation and the present Statutes.

6.4 In case of necessity to check the chartered, financial-economic activity, cash account, property and accounting of the Association the General Meeting can elect the Revision Committee consisting of three people from the number of the Association members not being a part of the structure of the Association executive bodies. 

The Revision Committee of the Association operates on the basis of the Statement approved by the General Meeting of the Association. The Revision Committee of the Association is accountable to the General Meeting of the Association. 

6.5 The Revision committee of the Association checks the activity of the Association, the accuracy of record keeping, the state of material valuables. The Revision Committee has a right to familiarize with all financial documents of the Association, books of record of documentation transit, minutes of the sessions of the Board of the Association, orders and decrees of the Executive Director of the Association, require explanations from officials of the Association.
6.6 In case of revealing of fragrant violations in the Association activity the Revision Committee has a right to require convocation of the specific session of the Board of the Association or the Association General Meeting. 

6.7 The report of the Association Revision Committee is approved by the Association General Meeting.

6.8 The audit (external audit) of the Association activity is carried out in accordance with the procedure provided with the effective legislation of the Russian Federation. The Auditor is appointed on the basis of the decision of the Board of the Association.

Article 7. REORGANIZATION AND WINDING UP OF THE ASSOCIATION
7.1  Reorganization of the Association is carried out in the order set by the legislation of the Russian Federation. Reorganization of the Association can be carried out in the form of merging, joining, separation, detachment and transformation. The Association has a right to transform into a fund, independent noncommercial organization or partnership.

Decision of transformation of the Association is taken by all the members closed a contract of its formation. 

7.2. Winding up of the Association is carried out on the basis of the decision of the Association General Meeting if at least two thirds of the active roll of the Association members voted for this decision, of legal or other authorized bodies.

7.3. The administration of the Association or winding up issued body constitutes a liquidation commission and sets order and terms of winding up.
7.4. From the moment of constitution the liquidation commission takes over the power of controlling the business of the Association.

7.5. The liquidation commission places a publication in press bodies about winding up of the Association, order and terms of filling a claim by its creditors.

7.6. At the end of the claim filling term for creditors the liquidation commission schedules an interim liquidation balance, which is approved by the Association General Meeting.

7.7. After consummation of making up with creditors the liquidation commission schedules a liquidation balance, which is approved by the Association General Meeting.

7.8. The property or its value left after meeting creditors’ requirements is directed to the aims, in behalf of which the Association was created and (or) to charities.
7.9. By reorganization or winding up of the Association all the documents (administrative, financial-economic, staff etc.) are transferred to its cessionary in accordance with the established rules.

By the absence of the cessionary permanent records of scientific and historical value are transferred to filing department for state deposit, staff documents (orders, basic records, record-keeping cards, business accounts etc.) are transferred for storage to the archive of administrative division on which territory the Association lies.

Handover and regulation of the documents is carried out by the Association’s own forces and recourses in accordance with the requirements of archive bodies.         
