
Regulatory and Compliance in medical technology  
   

 

 

Bring peace into your “regulatory warzone” 

 

Regulations for medical devices are evolving worldwide and the efforts and complexity to comply 
with these regulations is increasing – whether it’s MDR in Europe, FDA in the United States, or 
China’s GB/T and NMPA standards. 

To meet these regulation demands, component suppliers should support key frameworks such as: 

• MDR (EU 2017/745, Annex I – 10.4.ff): Limits CMR 1A/1B (Carcinogenic, Mutagenic, or 

Reprotoxic) above 0.1% in parts contacting gases or fluids. 

• REACH (EC 1907/2006, Article 33): Requires disclosure of Substances of Very High Concern 

(SVHC) for safer material use. 

• RoHS (2011/65/EU and 2015/863): Restricts lead, mercury, cadmium, and other hazardous 

elements for cleaner, sustainable components. 

• FDA (21 CFR Part 820 – Quality System Regulation): Requires documented quality controls, 

supplier/material management, and traceability to ensure devices are safe and effective. 

• NMPA (China – device registration): Demands conformity to Chinese national standards 

and submission of material safety/biocompatibility data (used to verify restricted 

substances and labeling in filings). 

• GB/T (China National Standards, e.g., GB/T 16886 series): Specifies chemical 

characterization and biocompatibility testing for materials (China’s adoption of ISO 10993) 

used to support NMPA submissions. 

• These are just examples – many other regional standards may apply. 

All regulations demand one and the same thing: complete assurance in the use of proper materials 
and full compliance across the supply chain. 

 

➢ As a valve supplier in medical industry, Staiger takes this responsibility very 
seriously and prepares you for any regulatory demand that may arise. 

 

We maintain Full Material Declarations (FMD) over the entire BOM of all our valves which allows 
us to verify material compliance against any relevant regulatory requirement in real-time!  

Staiger’s Full Material Declaration (FMD) system captures detailed information for every part and 
subcomponent within our valves, enabling precise material verification. 

As our customer, your benefits include: 

• Support for regulatory requirements such as MDR, REACH, RoHS, FDA, or NMPA 

• Quick reaction to new or changing substance restrictions 

• Prevention of costly redesigns or material changes during a product’s lifetime 

• Anticipation to future regulatory demands and selection of the right materials from the 

start 

With Staiger’s proactive approach, customers gain more than reliable valves – they gain long-
term regulatory confidence across global markets. 

Contact us to learn how Staiger can simplify your compliance journey. 

www.staiger.de  

http://www.staiger.de/

