
衛生福利部

The Flowchart of Application for Health Food Permit
(Track 1: Individual Case Review)

Preliminary 
review

• Preliminary review fee: NT. 80,000
• Documents and information:

1. Application form
2. Specifications and quantity of ingredients
3. Safety assessment report
4. Health care effect assessment report
5. Identification report on ingredients with health 

care effect of a product and its examination 
method employed

6. Test report on the ingredient stability of a 
product and its health care effect

7. Summary of manufacturing process
8. Documentary evidence of good manufacturing 

practices
9. Sanitary specifications and its test report
10. General nutrients analysis report
11. Relevant research reports and literatures
12. Product package, label and information leaflet
13. Registration certificate of the applicant's 

corporation or business
• Review time: 60 days

• The completeness of the documents and 
information submitted, particulars of the 
applicant, package, label and instruction 
sheet of the product, general consumption 
safety of ingredients of the product etc.

Review by 
MOHW

Review by Health Food Review Committee

• Secondary review fee: NT. 170,000
• submit copies of complete documents and information
• Review time: 180 days

Secondary 
review

• Safety Assessment
1. Category I: the raw materials are conventionally consumed 

and the product is in the form of commonly processed food: 
no toxicity test required.

2. Category II: the raw materials are conventionally consumed 
and the product is not in the form of commonly processed 
food: (1) genotoxicity study, (2) 28-day feeding toxicity study.

3. Category III: the raw materials are not conventionally 
consumed: (1) genotoxicity study, (2) 90-day feeding toxicity 
study, (3) teratogenicity.

4. Category IV: the raw materials are not conventionally 
consumed and contain carcinogen analogues: (1) genotoxicity 
study, (2) 90-day feeding toxicity study, (3) teratogenicity, (4) 
carcinogenicity study, (5)reproduction study.

• Health Care Effect Assessment (Individual case review)
1. Regulating blood lipids
2. Regulating the gastrointestinal tract
3. Protecting the liver 
4. Adjuvant Modulating Allergic Constitution
5. Protecting Bone Health
6. Regulating the immune system
7. Reducing Body Fat Formation
8. Regulating blood pressure
9. Promoting Iron Absorption
10. Anti-weariness
11. Regulating blood sugar
12. Postponing aging
13. Protecting Teeth Health

• Stability Test

Detection of Ingredients with Health Care Effect by TFDA Review Completion 
by MOHW  Issue the permit

Preliminary review accepted

• Notify the applicant for the reject reason or request the 
applicant to submit further necessary information.
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