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Request for consultation 
Please send a Service Agreement for the following consultancy services.
[  ] 1. Budget and Gantt schedule for clinical investigation.

[  ] 2. Regulatory strategy, US (510(k)s, IDEs, PMAs).

[  ] 3. Regulatory strategy, EU (Technical Files, CE Marks, Notified Bodies).

[  ] 4. Design controls for investigational devices, US and EU.

[  ] 5. Clinical investigations (Part 812, ISO 14155, study design).

[  ] 6. Statistical (sample sizes, data analysis, IVD analysis, Bayesian designs).

[  ] 7. Clinical evaluations, literature reviews.

[  ] 8. Quality systems (clinical or biological safety)

[  ] 9. Data management.

[  ] 10. Data monitoring boards and safety reporting.

[  ] 11. Registry studies.

[  ] 12. Biocompatibility. 

Please introduce yourself
	Your name:

     
	Title or Department: 

       

	Company name:

       
	Phone (land line)

       

	Address1:

       
	Fax 

       

	Address2:

       
	Email 

       

	City, State, Country, Zip

       
	Web address

       

	How long in business? 

     
	EIN (Tax ID Number) or Dun & Bradstreet Number

     


Tell us about your clinical investigation 
Study specifications. (CDG cannot provide an estimate without specifications.)
1. Total number of investigational and comparative subjects:
     
2. Number of case report form pages per subject:
     
3. Number of US investigative sites:
     
4. Number of investigative sites outside the US:
     
5. Estimated enrollment period (in months)
     
6. Estimated treatment or intervention period per subject (in months)
     
7. Additional follow-up period after treatment or intervention (in months)
     
8. Number of laboratories at each site:
     
Is there any other information CDG needs?

     


Tell us about your technology
Project name:

     


Technology/product name and brief description:

     


Regulatory status of your device, in the US:

Class I
 FORMCHECKBOX 

Significant risk
 FORMCHECKBOX 

Device is investigational
 FORMCHECKBOX 

Class II
 FORMCHECKBOX 

Non-significant risk
 FORMCHECKBOX 

Device has approved 510(k)
 FORMCHECKBOX 

Class III
 FORMCHECKBOX 



Device has approved PMA
 FORMCHECKBOX 

Regulatory status of your device, in Europe:

Class I
 FORMCHECKBOX 
 
Device is investigational
 FORMCHECKBOX 

Class IIa
 FORMCHECKBOX 
 
Device has approved CE Mark
 FORMCHECKBOX 

Class IIb
 FORMCHECKBOX 



Class III
 FORMCHECKBOX 

Active implantable
 FORMCHECKBOX 

Thank-you for your request
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