POWER OF ATTORNEY – General Information
The powers of attorney submitted to SÚKL shall be governed exclusively by the Czech legal order and shall be interpreted by reference to the Czech law. 
Representation based on a power of attorney allows a natural or legal person who is a party to a procedure to be represented by another natural or legal person within the scope of the respective administrative procedure. The power of attorney is granted by the principal (party to a procedure or applicant) to the agent (the person who is to represent the former). In any power of attorney, the principal shall be obliged to clearly and briefly define the scope of the empowerment. A party to a procedure may have only one agent for a particular matter. This means that the principal cannot empower two or more agents within the same scope on the basis of powers of attorney. Should such collision occur, the latest power of attorney shall revoke the former one. 
A power of attorney may be granted to a natural or legal person. With regard to the scope of the power of attorney, the power of attorney may serve for the purposes of: 
1) a specific act, group of acts or a particular part of the procedure; 
2) the entire procedure;
3) an unspecified number of procedures regarding a particular subject-matter that are to be initiated within a predefined period of time, or without restriction in the future (so called “presidial” power of attorney); in such a case, the principal´s signature on such a power of attorney shall be always officially authenticated and until the start of the procedure, the power of attorney shall be kept with the administrative authority competent ratione materiae (i.e. the power of attorney shall not be applicable to previously initiated administrative procedures);
4) another scope as per a special act.
When acting on behalf of the principal, the agent shall have the right to be represented by another person only if explicitly permitted by the principal in the power of attorney (in so called substitution clause). Such relationship is known as substitution and requires granting of so-called substitution power of attorney, which is granted by the agent to its substitution representative. The scope of substitution representation cannot be greater than that of the original power of attorney containing the substitution clause.
With regard to the aforementioned, in an administrative procedure, the party to the procedure, or its authorised representative, or (if the power of attorney allows for substitution) the substitution representative shall be the person acting in relation to an administrative authority. 
A power of attorney must be distinguished from authorisation. In an authorisation, a legal person authorises its employee to act in an administrative procedure on behalf of the legal person, i.e. on behalf of the latter´s employer. Unlike in a power of attorney, in such a case, the legal person continues to act in relation to the authority as a party to the procedure, acting via its authorised employee. The party to the procedure is hence not represented by another person (as in the case of a power of attorney), and acts through its authorised employee. The advantage of an authorisation lies in the following: it does not require any official authentication of the principal´s signature and several employees of the respective company may be authorised. In a single matter, however, only one person may act for the legal person at one time. 

Mandatory particulars of a power of attorney: 
•	Principal 
· if a natural person, its shall be identified by: name and surname; address of residence; date of birth; 
· if a legal person, its shall be identified by: company name, registered office of the company, company registration number (IČO). 
[bookmark: _GoBack]•	Agent (Proxy, Attorney)
· if a natural person, its shall be identified by: name and surname; address of residence; date of birth; 
· if a legal person, its shall be identified by: company name, registered office of the company, company registration number (IČO). 
•	Scope of the power of attorney (i.e. what the principal empowers the agent for)
•	Principal´s signature 
•	Date of principal´s signature
•	Official authentication of the principal´s signature (only if required for the power of attorney in question; see point 3 above; official authentication details are explained below)

Official authentication (certification):
Legalisation: an official authentication of the authenticity of the signature; if official authentication of the principal´s signature is required for the power of attorney (see point 3 above), the signature on the power of attorney shall be authenticated for the principal only (not for the agent); if a power of attorney from abroad is submitted, the officially authenticated signature must be further “superlegalised” or an apostille attached thereto:
Apostille: a certification of the authenticity of the signature issued by the competent authority of the state that is a party to The Hague Apostille Convention of 5 October 1961. A foreign power of attorney with an attached apostille may then be used without any further verification within the territory of any party to the Convention and before any of its authorities. If the power of attorney is properly completed, it certifies the authenticity of the signature, the position of the person who signed the power of attorney, and, if applicable, the authenticity of a seal or stamp attached to the power of attorney. Nevertheless, an apostille does not certify the veracity of the content of the power of attorney to which it is attached. For countries who are not parties to The Hague Convention, superlegalisation performed at the embassy or consulate of the respective country shall be necessary. 
Superlegalisation: a higher level of power of attorney authentication by means of which a power of attorney to be presented abroad is authenticated. It is needed in any country that is not party to The Hague Apostille Convention. Superlegalisation means certification of the authenticity of signatures and official stamps and seals on such a power of attorney. 
Vidimation: an official verification attesting that the copy of the document is verbatim identical to the presented document (original)

Methods of power of attorney submission
In the form of a copy (also in electronic format as part of the submitted documentation): applies only to powers of attorney intended for the purposes of:
1) a specific act, group of acts or a particular part of the procedure;
2) the entire procedure (e.g. for the concerned application for marketing authorisation or variation to marketing authorisation of a medicinal product).
In the form of an original or officially authenticated copy of an original: this form is required for presidial powers of attorney, i.e. a power of attorney for an unspecified number of procedures regarding a particular subject matter that are to be started within a predefined period of time or without restriction in the future.

Delivery
Documents in an administrative procedure are delivered (on the part of the administrative authority) to the authorised representative, or substitution representative (documents are delivered to a legal person in the Czech Republic to its data mailbox; to a legal person abroad in hard copy or electronically to its data mailbox – deliveries to a natural person cannot be made to the data mailbox of the legal person). In case representation is employed, deliveries cannot be made directly to the represented person (except for exemptions set forth by law). 

A power of attorney may be terminated by: 
1) the completion of the act to which it was restricted;
2) revocation by the principal; 
3) notice filed by the attorney;
4) death of the attorney or principal where a natural person is concerned;
5) death of the attorney or principal where a legal person is concerned.
The principal may revoke a power of attorney at any time. The revocation of the power of attorney shall be effective for the attorney as of the moment the agent learnt of it.

Other concepts:
Substitution: the attorney´s representation by another person.
An example of a substitution clause: On the basis of a substitution Power of attorney, the attorney may authorise another person to act on behalf of the agent within the scope of the attorney´s empowerment stipulated by the power of attorney.
Power of attorney effective date: a power of attorney shall take effect as of the date of its delivery to SÚKL.
Clinical trial on human medicinal products and sponsor´s agent: the provision of Section 51(2)(d) of Act No 378/2007 Coll., on Pharmaceuticals and on Amendments to Some Related Acts, as amended, stipulates that the sponsor may only be a person residing or established within any of the Member States of the European Union, or a person who appointed an authorised representative meeting this condition (so called legal representative). In such a case, the sponsor (of the clinical trial) must grant the legal representative for the EU a power of attorney, and the legal representative for the EU must grant a subsequent substitution power of attorney to the CRO (Contract Research Organisation). The CRO may issue an authorisation for its employee to communicate with the institutions in the respective country where the clinical trial is conducted.
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