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Reference : 25000 Date : 28 March 2024

TECHNICAL COMMITTEE : Medical and Surgical Cardiology Equipment, MHD 06

To,
All concerned

Dear Madam/Sir,

The following document has been prepared by the Medical and Surgical Cardiology Equipment Sectional
Committee, MHD 06. Please click here to view the document.

Document Number : MHD 06 (25000) WC
Title of the document : Cardiovascular implants Transcatheter cardiac occluders
Document Type : New Indian Standard

This document has following salient features which may require specific attention for your valuable comments:

1) This document specifies important in vitro tests including functional and durability characteristics of transcatheter
cardiac occluders, and their delivery systems and accessories. This document does not specify exact test methods for
Sfunctional and durability testing, but it offers requirements and recommendations for performance tests of the cardiac
occluder system. Surgical occluders have been omitted from the scope of this document given their significant
differences in device geometry, materials, implantation methods, and test methods as compared to transcatheter cardiac
occluders. This document is applicable to all intracardiac occluders intended for transcatheter implantation in humans
(e.g. atrial septal occluder, ventricular septal occluder, patent foramen ovale occluder, left atrial appendage occluder,
and paravalvular leak occluders). This document does not cover non-cardiac occluders, but elements of this document
can be applicable to patent ductus arteriosus occluders.

2) The following devices and components are outside the scope of this document: surgical devices, cardiac shunt
devices, atrial flow regulators, active components (such as sensors), or degradable or animal tissue components. This
document is applicable to both newly developed and modified cardiac occluders, their accessory devices, packaging,
and labelling. This document defines operational conditions and performance requirements for cardiac occluders
where either adequate scientific or clinical evidence, or both, exists for their justification.

Please examine the document and share your comments regarding further improvement in the document.
Last date for sharing the comments is : 27 April 2024

The comments should be shared in the prescribed template through this portal only; and the comments so received
shall be taken up by the Sectional Committee for necessary action. For any other query, please write an email at
mhd@bis.gov.in to the undersigned at Bureau of Indian Standard, Manak Bhawan, 9, Bahadur Shah Zafar Marg,
New Delhi.

In case no comments are received, we would presume your approval of the documents. However, in case we receive


https://www.services.bis.gov.in/php/BIS_2.0/dgdashboard/draft/darftdetailcomm/16/3/MHD-06

any comments on the document, the same shall be put up to the Sectional Committee for necessary action.

Thanking You,
Yours faithfully,
(UNNIKRISHNAN A R)
Head (Medical Equipment and Hospital Planning Department)
Email: mhd @bis.gov.in
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