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NOTIFICATION
The following notification is being circulated in accordance with Article 10.6

	1.
	Notifying Member: United States of America
If applicable, name of local government involved (Article 3.2 and 7.2):

	2.
	Agency responsible: Food and Drug Administration (FDA), Health and Human Services (HHS) [1090]
Name and address (including telephone and fax numbers, email and website addresses, if available) of agency or authority designated to handle comments regarding the notification shall be indicated if different from above:
Please submit comments to: USA WTO TBT Enquiry Point
Email: usatbtep@nist.gov 

	3.
	Notified under Article 2.9.2 [X], 2.10.1 [ ], 5.6.2 [ ], 5.7.1 [ ], other:

	4.
	Products covered (HS or CCCN where applicable, otherwise national tariff heading. ICS numbers may be provided in addition, where applicable): Cranial electrotherapy stimulator (CES) devices. Medical equipment (ICS: 11.040)

	5.
	Title, number of pages and language(s) of the notified document: Neurological Devices; Reclassification of Cranial Electrotherapy Stimulator Intended To Treat Insomnia and/or Anxiety; Effective Date of Requirement for Premarket Approval for Cranial Electrotherapy Stimulator Intended To Treat Depression (12 pages, in English)

	6.
	Description of content: The Food and Drug Administration (FDA) is issuing a proposed administrative order to reclassify the cranial electrotherapy stimulator (CES) devices intended to treat insomnia and/or anxiety, a preamendments class III device, into class II (special controls) and subject to premarket notification, and to require the filing of a premarket approval application (PMA) for CES devices intended to treat depression. FDA is proposing the reclassification of CES devices intended to treat insomnia and/or anxiety under the Federal Food, Drug, and Cosmetic Act (the FD&C Act) based on new information pertaining to the device. This proposed action would implement certain statutory requirements. FDA is also clarifying the identification for CES devices in this proposed order by identifying CES as a prescription device that applies electrical current that is not intended to induce a seizure to a patient's head to treat psychiatric conditions. This clarification distinguishes CES from electroconvulsive therapy (ECT).

	7.
	Objective and rationale, including the nature of urgent problems where applicable: Protection of human health or safety

	8.
	Relevant documents: 81 Federal Register (FR) 3751, 22 January 2016; Title 21 Code of Federal Regulations (CFR) Part 882. Will appear in the Federal Register when adopted.

	9.
	Proposed date of adoption: To be determined
Proposed date of entry into force: To be determined 

	10.
	Final date for comments: 21 April 2016

	11.
	Texts available from: National enquiry point [ ] or address, telephone and fax numbers and email and website addresses, if available, of other body:
https://members.wto.org/crnattachments/2016/TBT/USA/16_0659_00_e.pdf 
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