Request for Regulatory and scientific advice

Medical devices (Competent authority)

Form to be sent to: garc@infarmed.pt 
	Characterisation of the Request for Regulatory and Scientific Advice

(Fill in when relevant)

	1.  FORMCHECKBOX 
  First request of Advice                                                                                                          Date:              (Mandatory field)
Number of request: ________________                     

     FORMCHECKBOX 
  Follow up request                                                                                                                  Date:
         Number of the first request:________________

	2. Agencies where the request has been or will be submitted

 (Mandatory field; one or more options)
	 FORMCHECKBOX 
AT
 FORMCHECKBOX 
BE
 FORMCHECKBOX 
CY
 FORMCHECKBOX 
CZ
 FORMCHECKBOX 
DE
 FORMCHECKBOX 
DK
 FORMCHECKBOX 
EE     FORMCHECKBOX 
EL

 FORMCHECKBOX 
ES
 FORMCHECKBOX 
FI
 FORMCHECKBOX 
FR
 FORMCHECKBOX 
HU
 FORMCHECKBOX 
IE
 FORMCHECKBOX 
IS       FORMCHECKBOX 
IT       FORMCHECKBOX 
LI

 FORMCHECKBOX 
LT
 FORMCHECKBOX 
LU
 FORMCHECKBOX 
LV
 FORMCHECKBOX 
MT
 FORMCHECKBOX 
NL
 FORMCHECKBOX 
NO
 FORMCHECKBOX 
PL     FORMCHECKBOX 
SE

 FORMCHECKBOX 
SI
 FORMCHECKBOX 
SK
 FORMCHECKBOX 
UK       FORMCHECKBOX 
EMA   FORMCHECKBOX 
 None 

	3. Applicant´s identification

(Mandatory field)
	Name:

Address:

Telephone number:  

Fax number:

Email:

Contact person:

	4. Legal representative of the applicant
(Mandatory field)
	Name:

Address:

Telephone:  

Telefax:

E-mail:

Contact person:

	5. Type of Advice

 (Mandatory field; one or more options)
	 FORMCHECKBOX 
  Regulatory

 FORMCHECKBOX 
  Scientific


	6. Scope of the Advice

 (Mandatory field; one or more options)
	 FORMCHECKBOX 
  Product Classification/ Borderlines:

      FORMCHECKBOX 
  Medical Devices/Medicinal Products

      FORMCHECKBOX 
  Medical Devices/Other Health Products
 FORMCHECKBOX 
  Internal production control

      FORMCHECKBOX 
  Class I

      FORMCHECKBOX 
  Custom made

      FORMCHECKBOX 
  Systems and procedure packs

 FORMCHECKBOX 
  Clinical (clinical evaluation/clinical trials)

 FORMCHECKBOX 
  Vigilance/Risk management

 FORMCHECKBOX 
  Advertising publication

 FORMCHECKBOX 
  Authorization of entities

 FORMCHECKBOX 
  Other. Please specify which:_______________________

	7. Aim of the Advice

 (Mandatory field; one or more options)
	 FORMCHECKBOX 
 Registration/ putting on the Market and putting into service

 FORMCHECKBOX 
 Post-marketing monitoring 

	8. Indicative date for submission (of the request)
	

	9. Stage of development of the medical device
	 FORMCHECKBOX 
  Design

 FORMCHECKBOX 
  Pre putting on the market (no CE marking)

 FORMCHECKBOX 
  Putting on the market

 FORMCHECKBOX 
  Subsequent to putting on the market

	10. Type of conformity assessment procedure proposed or followed
	

	11. Documents in annex

 (Mandatory field)
	


	Identification of the medical device

(Fill in when relevant)

	12. Name of the medical device 
	

	13. Type of medical device and risk class


	 FORMCHECKBOX 
  Active

 FORMCHECKBOX 
  Non active
	 FORMCHECKBOX 
  Class I

 FORMCHECKBOX 
  Class IIa

 FORMCHECKBOX 
  Class IIb

 FORMCHECKBOX 
  Class III

	
	 FORMCHECKBOX 
  Active implantable 

	
	 FORMCHECKBOX 
  For in vitro diagnosis
	 FORMCHECKBOX 
  List A (Annex II)

 FORMCHECKBOX 
  List B (Annex II)

 FORMCHECKBOX 
  Self-diagnosis

 FORMCHECKBOX 
 Other

	14. GMDN code or EDMS and description
	

	15. Which is/are the intended purpose(s)
	

	16. Brief description of the principal mode of action
	


	Additional comments:




It is hereby declare that the information provided above is correct and true.

Signature: ____________________________________                             Date: ___/________/________
	Question for Regulatory and Scientific Advice

	Question:



	Applicant’s position:
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