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5 10(k) Summary - VORTRAN APM K103639

1. Submitter VORTRAN Medical Technology 1, Inc.
Information 21 Goldenland Court, Suite 100, Sacramento, CA 95834

2. Contact James Lee, Executive Vice President & COO
Information TEL: (800) 434-4034 FAX: (916) 648-9751

3. Trade Name VAPMTM (VORTRAN Airway Pressure Monitor) Kit

4. Device Monitor, Airway Pressure
Classification (includes Gauge And/or Alarm)
Name _______________________ _

5. Device Class Class 11

6. Regulation 868.2600
Number

7. Classification CAP
Product Code ____________________ __

8. Classification Anesthesiology
Advisory
Committee _______

9. Review Anesthesiology
Advisory
Committee

10. Predicate VAR" with VAR-Monitor Tm 51 0(k) No.: K073261
Device VAR with Manometer 510(k) No.: K001430

VAR-Plus with Manometer 51 0(k) No.: K041473 ___

11. Device The VAPM is a battery (9 VDC) operated, portable, self-
Description contained device that is connected to the patient via the

connection tubing for monitoring cycling conditions of
resuscitators such as the VORTRAN® Automatic Resuscitator.

12. Intended Use The VORTRAN Airway Pressure Monitor (VAPM) is to be used
by properly trained personnel to monitor the delivery of
emergency, short term, ventilatory support to adult (using VAPM-
3900 Adult Model) and/or pediatric (using VAPM-3800 Pediatric
Model).

13. Substantial The VAPM is substantially equivalent (SE) to legally marketed
Equivalency predicates like the VAR with VAR-Monitor (K073261) and other
Evaluation commercially available pressure manometer / alarm devices.

14. Clinical The VAPM is connected to the VAR and patient via aW
Application diameter tubing through an HME/bacteria filter. There will be no

flow of gas between the VAPM and VAR/patient circuit.
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with ELECTROTECHNICAL COMMISSION performance standards
Performance for medical electrical equipment, such as [I] IEC/UL-GOG6l -1:
Standards General Requirements for Safety and; [ii] lEG 60601-1-8: -

Collateral Standard: General requirements, tests and guidance
for alarm systems in medical electrical equipment and medical
electrical systems; [Iii)] lEO 60601-1-2: Collateral standard:
Electromagnetic compatibility - Requirements and tests.

16. Functional [a] MONITORS: The VAPM is designed to monitor the operation
Characteristics of the VAR device when it is connected to a patient. The VAPM

will display airway pressure like a pressure manometer and the
LCD shows PIP (Peak Inspiratory Pressure) and PEEP (Positive
End Expiratory Pressure) in cm-H 20. Other respiratory functions
such as Respiratory Rate (breaths per minute), inspiratory and
expiratory time (seconds) and l:E Ratio are also displayed on the
LCD using the same airway pressure signals.
[b] ALARMS: An alarm function is also built into the VAPM to
facilitate monitoring of the patient's respiratory function and to
alert clinicians of any abnormalities. When the VAR stops
cycling for a predetermined time, the VAPM will activate the
NON-CYCLING ALARM, In addition, when the respiratory rate
or airway pressure exceeds the preset limit, the HIGH RATE and
/ or HIGH PIP alarms will be activated- The VAPM has a flashing
red LED and makes an audible sound when the alarm conditions
display on the LCD.

17. Clinical Tests None

18. Adverse None
S & E Info

19. Conclusion The VAPM passed all required tests and demonstrated that it
meets all predetermined acceptance criteria for applicable
standards.

fieam"tZ4 July 25, 2011

[Signature] [Dated]

James Lee Executive VP & COO

[Typed Name] [Title]
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public [ICEaitl sericc

IiJaes Lee
l 'eC~li( \'ice Presidenlt & COO

Voo Nedical lechnology 1I Incorporated
2 1 GO Iden Land CourIt
Sacramento. Calil Ibnia 95834 c 2i

Re: K 103639
Trade/Device Name: VORT RAN@ Airway Pressure IMonitor
Retnilation Number: 2 1 C FR 868.2600
Regu lation N\ame: Airway Pressure Ntoniitor
Regulatory, C lass: If
ProdcLIt Code: CAP
Dated: September 14, 2011
Received: September 14, 2011

Dear- Mr. Lee:

We have reviewed yotur Section 5 10(k) premarket notification of intern to market the (levice
referenced above and have determined the device is substantially equivalent (for the
indications for Use Stated inl the eclICosure) to legally marketed predicate devices marketed in
interstate commerce prior to M'ay 28, 1976, the enactment date of the Mledical Device
Amendments, or to devices that have been reclassified in accordance wvith the provisioiis of'
the Federal Food, Drug,1, and Cosmetic Act (Act) that do not require approval of a prenarket
approval application (PNMA). YOU May, therefore, market the device, subject to the general
contro Is pro vi sions of the Act. The general controls prvsin of the Act i net Lide
requirements for annual regi stration, listing of devices, good mnanufacturing practice,
Ilabeli ng. and prohibitions against misbranding and adulteration. Please note: CDRFLI does
riot evaluate in formation relIated to contract Iliabi lity' warranties. We remind yorr, however.
that device labeling Must be truthftrl and not misleading.

If'%yourl device is classifiedl (see above) into either class 11 (Special Controls) or class III
(PMlvA)7 it may be subject to additional controls. Existing maILjor regulations affecting your11
device canl be found in the Code of Federal RegUlations, Title 2 1, Parts 800 to 898. Ini
addition. FDA may p)rblish l'urther annou1-ncemnents concerning your device in the Federal
Regzister.



Pc 2 - NIP Lee

P)lease be ad vi seci tht FDA's issuanice oFr a stibsta euI CL vale rie determ ination does not
mean thai FIDA has madec a deterination thi your device corn )1ICS with other recjuirements
oftile Act or any Federal statutes andc reguliiat ions adin listeCred by N other FecderalI age iices.
YOU Must co 11)' with all the Act's reclui rments, i nclutding, but'not li in ed to: FC i stration
and Ii st n (21I CF R Part 807); labelinig (2A C FR Part SO01); medical dev\ice repor-ting
(reporting orf medical cle\'ice-re Iated adv~erse events) (21I C FR 803); goo0d m1an~factti ni

Iaic cc eIli rements as set forth in the ci al ity systems (QS) regulation (2 I CFR Part 820);
and if applicable, the electroic produ lm rciation control provisions (Sect ions 53 1-542 of
the Act); 21 CER 1000-1050.

If you clesi re speciflie advice For- your deyb on 0 our labeling regulation (21I C FR Part 80I)
please gzo to hitt0:H//ww\ .tfdclov/AbowtFDA/Ceniter-sOffitcs/CD)II-I/C DR)ItCes
ILicum I15809. km f or thle Center- fbr Devices and Radio logical HeI al th's (CI)RI-is) 015ice of'
Compliance. AlIso, lease note thle regulation en~titICle.'N "i sbranding by rerence to

prelwlrket notification" (2 I C FR IPart 807.97). For CILuestionS regard i ng thle report inc of'
adverse events Linder the MDR regulation (21 CFR Part 803). Please go to
hop ://wvw.Afa.gtov/i\edl al Devies/Sa fcty/Reportarobleim/cle fauttlii Imfo the C DRI 's
Offce of SurveillancThe and B3iometri es/Div sion of Postmnarket S urve illance.

Yout may obtain other general in fbrmation on your responsi bililies under the Act from the
Division of Small Nlan1ufactuHrs, International and Con1sumer Assistance at its toll-free
iiuimber (800) 638-2041 or (30 1) 796-7 100 or at its Internet address

Sincerely yours,

Anthony D. Watson, B.S., M.S.. N4.B.A.
Director
Division of Aniesthesiology, General H-ospital,

hI eetion Control and Dental Devices
Office of Device Evaluation

Center for Devices and
Raio0logia lea - al th

Enclosure



Indications for Use
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510(k) Number (if known): K1 03639

Device Name:, VORTRAN® Airway Pressure Monitor

Indications for Use:

The VORTRAN Airway Pressure Monitor (VAPM) is to be used by properly
trained personnel to monitor the delivery of emergency, shodt term,
ventilatory suppodt to adult (using VAPM-3900 Adult Model) and/or
pediatric (using VAPM-3800 Pediatric Model).

Prescription Use : X AND/OR Over-The-Counter Use
(Padt 21 CFR 801 Subpadt D) (Part 21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE -- CONTINUE ON
ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Oft)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices Page 1 of 1

510(k) Number:~ 1363


