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Company Overview

• Established in 1995, Jyton Enterprise provides 
high quality services to healthcare companies 
seeking to place their products on the global 
market.

• Headquarters in China with branches in  US, EU, 
and Japan.

• 158 global employees in 6 offices
• Revenue $8M in 2008
• Core business is regulatory affairs  consulting



• Market research 
• Distributor search 
• Regulatory affairs consulting for Medical Device, 

Pharmaceutical, Health Food and Cosmetics) and 
clinical trial management

• Legal Agent and After Sales Agent in China
• Government relationship
• China employee recruitment
• Advertisement
• Meetings and seminars
• Medical translation

One-stop-shop Services Package China, 
EU & US



Key Regulations for IVD Product Registration

Management Method of IVD Products 
Registration (Interim) (Directive [2007]   
No. 229, Effective Date: Jun. 1, 2007)

Guidance on clinical trials for IVD 

products (Effective Date: Jun. 1, 2007)

Guidance on insert composition for IVD 
products (Effective Date: Jun. 1, 2007)



IVD Product Definition

The IVD Product mentioned in Management Method of IVD 
Products Registration (Interim) refers to the in-vitro diagnosis 
reagents administered as medical devices, including: 

“The reagents, reagent cartridges, calibrators, quality 
controls, etc. for in-vitro inspection of human body 
specimen (various body fluids, cells, tissue specimen, etc.) 
in the course of disease prevention, diagnosis, treatment 
monitoring, prognosis observation, health status evaluation 
and inherited disease prediction, which can be used 
independently or in combination with instruments, devices, 
equipment or systems.”  

IVDs used in blood screening and radionuclide IVDs are NOT 
included.



IVD Product Classification

Class III IVD Products :
IVD related to the inspection of antigen, antibody and nucleic acid, 
etc. for pathogen; blood group and tissue typing; human genes; 
inherited diseases; narcotic, psychotropic and toxic drugs for 
medical use; targets sites of curative drugs; tumor markers and 
allergies. 

Class I IVD Products:
Microorganism culture medium (not used for microorganism 
identification and medicine sensitivity experiment); 
Products for specimen treatment, e.g. hemolytic agents, diluents, 
staining solutions, etc.

Class II IVD Products: The rest IVD products are classified as Class II
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Normal Timeline:

1) Sample testing 2-3 months
2) Clinical trial based on protocol
3) CMDE review  60 working days
4) SFDA final approval 30 working days

Total about:     18 months

*Note:  Sample testing and clinical trials for Class I IVD 
product is not required.

IVD Registration Process



Registration Requirements List

SFDA registration application form (Item 1)
Legal Certification (Item 2)
Research Summary (Item 3)
Product Insert (Item 4)
Product quality specification (Item 5)
Testing report (Item 6)
Research information of key raw materials 
(Item 7)
Research information on manufacturing 
process or reaction system (Item 8)



Analytical performance evaluation data (Item 9)
Reference value (reference range) determination 
data (Item 10)
Stability data (Item 11)
Clinical research data (Item 12)
Production records and QC release report (Item 
13)
Product package and label artwork (Item 14)
Quality management system inspection report 
(Item 15)

Registration Requirements List



Legal Documents (Item 2)

Requirements for legal documents are the same 
as Medical Device

Legal Production Qualification

Authorization of Registration in China

Marketing Approval from foreign government 

Quality Management System certification  

Quality Guarantee Letter  

Authorization Letter to a Chinese Agent  

Self-guarantee Declaration Letter



Research Summary (Item 3)

Research summary shall include: 
Intended use
Product description 
Biological safety evaluation information  
Summary of key research and evaluation 
results 
Global registration status overview 
Others if necessary   



Analytical Performance Evaluation 
(Item 9)

The performance evaluation shall include:
Sensitivity 
Specificity  
Diagnostic range   
Accuracy
Deviation



Sample Testing (Item 6)

Sample testing is required for Class II and III IVD 
registration.

For Class II IVD products, testing is required for 
one batch sample.

For Class III IVD products, testing is required for 
3 consecutive batches.

Testing should be conducted at SFDA certified 
testing centers. 



Clinical Trial (Item 12)

Clinical research data conducted in foreign 
countries are required for submission.

Clinical trial conducted in China is required for 

Class II & III IVD products:
Hospitals Cases 

Required
Class III IVD > 3 1,000
Class II IVD > 2 200







For more information please contact us at:
Http://www.jtmedical.com

Http://www.yjton.com
or

+86 10 8260 9650, 82609560,82608228
13810151353

Andy.luo@jtmedical.com
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