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TEMPLATE SUP 11-3: ADVERTISEMENT OF BUSINESS OPPORTUNITIES FOR MEDICAL DEVICES

(For Procurements of EUR 10,000 – 149,999)

	Where you see: (Note:….) this is just a guidance for you and you shall delete these notes from the document. 

Where you see <…> please enter information.

Options are marked (Option:…) 

 ****DELETE this Page prior to submitting the Request for Quotation****


ADVERTISEMENT OF BUSINESS OPPORTUNITIES FOR MEDICAL DEVICES
Information on business opportunities for the supply of medical devices
Date: <insert >
Reference no: <insert>
Subject: Supply of <commodity> for <name of program>
Contracting Authority: <insert>
Deadline for submission of letter of interest: <insert>
<Brief description of the project, funding, and other relevant information> 

<Name of the Contracting Authority>, <country>, in cooperation with its partner <name of partner> invites qualified suppliers of one or several of the following medical devices to respond to this advertisement. Qualified suppliers shall meet essential requirements as described by the International Medical Device Regulation forum. Suppliers who have responded to this advertisement and provides the required information may be invited to participate in the Procurement Procedure for the relevant lot(s). 
Medical devices needed:

· <description of product>

· <description of product>

The Contracting Authority is obliged to only procure pre-qualified medical devices which live up to below requirements (if invited to submit at quotation, suppliers shall, with the quote, provide proof hereof):  

1. Is, per medical device class, recognised by at least one of the regulatory authorities and labelled accordingly: ARTG registration (Australian Register of Therapeutic Goods); Medical Device Active License Listing (MDALL Canada); CE Mark (MDR EU), MAH or Manufacturere License (PMDA Japan); and/or PMA Approval Letter / 510 (k) Substantially-equivalent Letter/Registration and Device Listing (FDA USA) – or an equivalent entity. 

2. In addition the Contracting Authority will give priority to suppliers who can provide proof of one of the following standards: ISO13485, Japan QS Standard for medical devices 1128, the FDA SQR (21 CFR part 820), and/or other equivalent standards which are in comformity with the International Medical Device Regulators Forum essential requirements. 

The interested supplier shall provide the following information to the Contracting Authority using the contact details below:
· The company’s name, contact details and contact person;
· Proof of registration with the authorities; 

· Brief description of the company’s background and experience with sale/distribution of medical devises; 

· Indicate which supplies you are interested in supplying and which of the above requirements and standards the products live up to;

· Provide documentation of countries of export for the specific product(s);
· If the supplier is not the manufacturer of the product the Manufacturer’s Authorization shall be submitted.
Only suppliers who can meet the above requirements and provide documentation will be shortlisted to receive a Request for Quotation with full details.

This is purely information on business opportunities and does not constitute a commitment to purchase or any other form of contractual commitment with the Contracting Authority.
<Name of the Contracting Authority>

<Address, country>

<Phone, fax no., email>

<Contact person>
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