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Deliverables  

Milestone # Milestone  Deliverable 

1 Clinical trial 150 healthy patients  

1.1 Clinical trial setup First patient enrolled 

1.2 Last patient out  DB lock 

1.3 Data processing  Performance analysis document 

2 Regulatory filings (out of scope)  

- EUA status (out of scope)  

- DeNovo filing (out of scope)  

3 Platform testing and service 
integration 

 

3.1 Testing Product Package 3 Release notes and testing report for Product 
Package 3 

3.2 Testing Product Package 2 Release notes and testing report for Product 
Package 2 

3.3 Testing Product Package 1 v1 Release notes and testing report for Product 
Package using E4 device 

3.4 Testing Product Package 1 v2 Release notes and testing report for Product 
Package using EmbracePlus  

4 EmbracePlus manufacturing setup  

4.1 Facility setup I Status report on initial setup for FDA compliant 
manufacturing 

4.2 Testing procedures Test report on implemented test procedures 

4.3 Facility setup II Status report on final setup for FDA compliant 
manufacturing 

- Production PV Build and Testing (out of 
scope) 

 

- Tooling (out of scope)  

- Production MP Build and Testing (out 
of scope) 

 

4.4 Final Quality Assurance and Testing 
validation 

Status report on FDA Compliance setup following 
final first production build 

5 IDE trial on 300 healthy consumers  
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pre-launch 

5.1 Clinical trial setup First patient enrolled 

5.2 Last patient out DB lock 

5.3 Data Processing IDE trial results report 
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Shipping Provisions  

The shipping address is:  

Empatica Inc,  

 

Reporting 

Bimonthly Reports – The MTEC research project awardee shall prepare a Bimonthly Report which 

will include a Technical Status Report and a Business Status Report in accordance with the terms 

and conditions of the Base Agreement. (Required) 

Final Technical Report – At the completion of the Research Project Award, the awardee will submit a 

Final Technical Report, which will provide a comprehensive, cumulative, and substantive summary of 

the progress and significant accomplishments achieved during the total period of the Project effort in 

accordance with the terms and conditions of the Base Agreement. (Required) 

Final Business Status Report – At the completion of the Research Project Award, the awardee will 

submit a Final Business Status Report, which will provide summarized details of the resource status 

of the Research Project Award, in accordance with the terms and conditions of the Base Agreement. 

(Required) 

(b) (4)




