New ASTM Standard Defines Medical Grade

The new ASTM standard finally defines “medical grade” plastics through a flexible framework
rather than a rigid label. For Indian plastic manufacturers, this means clearer expectations on
documentation, biocompatibility, and change management—raising compliance standards but
also offering a level playing field for global supply chains.

Key Points of the ASTM Standard

¢ Framework, not fixed definition Establishes structured guidelines for evaluating polymeric
materials used in non implantable medical applications.

e Core expectations

° Traceability of raw materials and processes

. Regulatory documentation (e.g., FDA master files)

° Biocompatibility testing to recognized standards

. Tight control over formulation and manufacturing changes

¢ Supplie—OEM communication Introduces standardized questionnaires and disclosure
practices to ensure suppliers know when their materials are used in medical devices.

¢ Global harmonization Developed with input from 50+ companies across the US, Europe, and
Asia-Pacific, aiming to unify fragmented terminology.

¢ Voluntary but influential Not legally binding, but expected to become a reference point for
OEMs and regulators worldwide.

Implications for Compliance

. Risk Mitigation Reduces uncertainty in material selection and supplier qualification,
lowering risk of regulatory non compliance.

o Transparency Encourages suppliers to provide consistent documentation, easing
audits and regulatory submissions.

o Supplier Qualification Creates a minimum bar for entry into medical plastics
markets, helping OEMs weed out unqualified suppliers.

o Alignment with Global Regulations Supports compliance with EU RoHS and REACH,

consolidating recurring customer requests into one framework.

Impact on Indian Plastic Manufacturers
¢ Opportunities

° Indian suppliers with strong quality systems and biocompatibility testing can gain
credibility in global medical supply chains.

° Smaller Indian device makers benefit from a ready reference for material
qualification, reducing entry barriers.



¢ Challenges

. General-purpose or automotive plastics firms in India attempting to enter medical
markets must upgrade documentation, testing, and restricted-substance controls.

. Compliance costs may rise due to stricter expectations on traceability and change
management.

e Strategic Advantage

. Early adoption of ASTM framework can position Indian exporters as reliable partners
for US/EU OEMs.
. Aligns with India’s push for higher standards in medical devices under domestic

regulatory reforms.

Conclusion

For Indian manufacturers, the ASTM standard is both a compliance challenge and a market
opportunity. Those already investing in quality systems, biocompatibility, and regulatory
documentation will find it easier to integrate into global medical supply chains, while others
must adapt quickly to avoid being excluded.

NOTE: ASTM International (formerly known as the American Society for Testing and Materials) is
one of the world's largest voluntary standards development organizations.



