
 

Project 
Procedure

1. Project 
Setting

2. Research

3. Verification

4. Testing

5. Clinical Trial 
(if required)

6. Submission

7. Technical 
Review

Tasks

1.1 investigation: including product background, registration 
procedure, product standards, and market investigation

1.2 project analysis: including budget, required staffs, site, 
equipment, duration, technical points, etc.

1.3 risk analysis, research difficulties, technical difficulties, 
critical points, administrative regulations

1.4 literature & materials search

2.1 set the research group and determine the research method

2.2 product design & experiment: look for supplier, establish 
primary standards, modify technical process

2.3 laboratory trial manufacturing: formulate primary labels & 
instructions

2.4 research evaluation: including safety, effectiveness and 
stability evaluations

2.5 self-inspection and prepare the trial-produce

3.1 trial-produce in the plant: care the validation of samples

3.2 prepare the testing and establish the technical requirements

4.1 sample delivery and technical requirements confirmed

4.2 testing: modify the property of the product if required

4.3 tracking and testing report released

5.1 determine the qualified hospital/institute

5.2 sample delivery and establish the clinical protocol

5.3 IPR and clinical trial record

5.4 clinical trial and follow-up

5.5 clinical report released

6.1 dossiers preparation

6.2 establish the electronic data

6.3 submission 

6.4 submission accepted or refused

7.1 technical review, experts panel Q&A, quality system 
evaluation

7.2 approved/complementary/failed

7.3 license issued and deliveried

Develop 
Documents

1. project proposal

2. evaluation report of project 
possibility

3. cost analysis report

4. risk analysis report (first)

1. research plan and duty 
agreement 

2. design input
3. raw material confirmed and 
suppliers evaluation
4. study of bio-compatibility, 
electronic safety and EMC 
5. technical process study

6.  product standards study

7. instruction confirmed

8. label & packaging confirmed

1. trial-produce conclusion and 
evaluation

2. inspection of the trial-produce

3. verification and report of 
technical process

1. internal test and modify 
report

2. testing report

1. clinical protocol

2. clinical trial agreement

3. IPR record

4. clinical trial report

1. design output: dossiers list, 
BOM, SOP, etc.

2. review of all dossiers

3. risk analysis report (second)

1. quality system report

2. CFDA License

3. approved analysis report 
(third, post-market)
4. factory-produce & 
verification

Dossiers for 
Registration

No. 4: Summary

No. 8: Risk Analysis 
Report

No. 5: Research 
Information

No. 7 Clinical 
Evaluation Report

No. 10: Testing Report

No. 11: Labels & 
Instruction

No. 6: Manufacturing 
Information

No. 9: Technical 
Requirements

No. 1: Application 
Form

No. 2: Supporting 
Materials
No. 3: Basic 
Requirements List
No. 12: Conformity 
Declaration

CFDA License
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