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" Dear Ms. Zhang:

| The general controls provisions of the Act include requirements for annual re gistration, listing of




Page 2 — Ms. Zhang

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listin g(21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), plcase
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address

http://www.fda.gov/MedicalDevices/R esourcesforY ou/Industry/default. htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default. htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301)
796-7100 or at its Internet address .
http://www.fda.gov/MedicalDevices/ResourcesforY ou/Industry/default. htm.

5 Sincerely yours,

i

Sucon Reamne DS M,

Erin I. Keith, M.S.
Director
Division of Anesthesiology, General Hospital,
— Respiratory, Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health
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Indications for Use See PRA Statement on last page.
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K140783
- e
Device Name
Halo Ambulatory Infusion System
Indications for Use (Descrfbe)

The Halo Ambulatory Infision System is intended to deliver medications and/or fluids to a patient under the direction Or supervision
of physici

Ysiclan or other certified healthcare professional. The device is intendeq for subcutaneous, perineural, epidural and intravenous
infusion, The device is intended for 240 hours orl500mL of infusion, whichever limit is reached first
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Type of Use (Select one or both, as applicable)

. [XI Prescription Use (Part 21 CFR 801 Subpart D) ] Over-The-Counter Use (21 CFR 801 Subpart C)
\ﬁ___ e
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