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March 2, 2022 

Datex Ohmeda Inc. 

Shiwani Zalpuri 

Regulatory Affairs Leader 

9900 Innovation Drive 

Wauwatosa, Wisconsin 53226 

 

 

Re:  K213551 

Trade/Device Name: Giraffe Omnibed Carestation CS1 

Regulation Number:  21 CFR 880.5130 

Regulation Name:  Infant Radiant Warmer 

Regulatory Class:  Class II 

Product Code:  FMT, FMZ 

Dated:  January 28, 2022 

Received:  January 31, 2022 

 

Dear Shiwani Zalpuri: 

 

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced 

above and have determined the device is substantially equivalent (for the indications for use stated in the 

enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 

enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 

with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 

premarket approval application (PMA). You may, therefore, market the device, subject to the general 

controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 

some cleared products may instead be combination products. The 510(k) Premarket Notification Database 

located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 

product submissions. The general controls provisions of the Act include requirements for annual registration, 

listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 

adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 

remind you, however, that device labeling must be truthful and not misleading. 

 

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 

subject to additional controls. Existing major regulations affecting your device can be found in the Code of 

Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 

concerning your device in the Federal Register. 

 

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 listing (21 CFR Part 807); labeling (21 CFR Part 
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801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 

devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 

https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-

combination-products); good manufacturing practice requirements as set forth in the quality systems (QS) 

regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 

combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-

542 of the Act); 21 CFR 1000-1050. 

 

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 

803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-

mdr-how-report-medical-device-problems. 

 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 

information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-

devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 

(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the 

Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 

the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-

assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 

by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

 

Sincerely, 

 

 

 

Gang Peng for 

Payal Patel 

Assistant Director 

DHT3C: Division of Drug Delivery and 

    General Hospital Devices, 

    and Human Factors 

OHT3: Office of GastroRenal, ObGyn, 

    General Hospital and Urology Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

 

Enclosure  
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Specification Predicate Device (Kt52809) Proposed Device 

Giraffe Incubator Carestation Giraffe Incubator earestation 

est est 
Port Hole Latches User action is to Press the Latch toward the User action to open the Port hole door is to 

incubator to open the Port hole door. Rotate the Knob Clockwise or 
Counterclockwise. 

The Latch design allows clinical user to push 
the door closed. The Latch design allows user to tum the Port 

Hole Latch or Knob to close the Port Hole 
Door. 

Wall Latches East Side Wall & West Side wall have two East Side Wall & West Side wall have two 
wall latches, one on South side and one on Wall latches, one on South side and one on 
North side. North side. 

The Wall latch assembly is common for all 4 The South side wall latches are common and 
side North East Side, North West Side, South unchanged from the predicate. North side 
East Side, and South West Side. Each Latch latches each have two latching points, a 

Discussion of Differences 

Different. The porthole latch now 
utilizes rotate to open action instead of 
press to open. The Port hole 
functionality and device performance 
remains the same and does not raise 
different questions of safety and 
effectiveness. 

Similar. The secondary latching 
mechanism provides additional 
secondary catch mechanism. The 
functionality of the latches to secure 
the side panels and the pinch to open 
operation remain unchanged and meet 
all performance and standards 

assembly contains one Latching point which primary latch and secondary latch. All latches requirements. 
is operated via pinch to open mechanism. are operated via pinch to open mechanism 

which is unchanged from the predicate. 

Operating Environment Temperature: 20° to 30° C Temperature: 20° to 30° C Identical 
Humidity: 10 to 95% RH (non- condensing) Humidity: IO to 95% RH (non- condensing) 
Air Velocity: Up to 0.3 m/sec Air Velocity: Up to 0.3 m/sec 

Mattress Cover Material • Polyurethane Laminated Fabric • Polyurethane Laminated Fabric Identical 

• Silkscreened GE branding logo ink type • Silkscreened GE branding logo ink type

Latch Materials Plastic Plastic Identical 

Accessories Disposable patient probe, Reusable patient Disposable patient probe, Reusable patient Identical 
probe, Heat reflecting patch, Giraffe In-Bed probe, Heat reflecting patch, Giraffe In-Bed 
Scales Gravity Zone Specific, Corner trays, Scales Gravity Zone Specific, Corner trays, 
Giraffe monitor shelf, Swivel instrument Giraffe monitor shelf, Swivel instrument 
shelf, High frequency vent porthole cover, shelf, High frequency vent porthole cover, 
Giraffe tubing management arm, Giraffe silo Giraffe tubing management arm, Giraffe silo 
support, Patient restraint, Giraffe pressure support, Patient restraint, Giraffe pressure 
diffusing mattress and sheet, Dovetail basket diffusing mattress and sheet, Dovetail basket 
assembly, Dovetail rail extension, Ventilator assembly, Dovetail rail extension, Ventilator 
mounting pole, IV pump mounting post, IV mounting pole, IV pump mounting post, IV 
poles, Utility post, Dovetail handle, Cord poles, Utility post, Dovetail handle, Cord 
wrap holders, Retaining clips, Giraffe wrap holders, Retaining clips, Giraffe 










