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510(k) Summary of Safety and Effectiveness

This summary of 51 0(k) safety and effectiveness information is being submitted
in accordance with the requirements of 21 CFR 807.92.

The assigned 51 0(k) number is: )( / 1- s-r

S ubm itte r

Advanced Instrumentations, Inc.
6800 N.W. 7 7 t' Court
Miami, Fl 33166
Telephone: 305-477-6331
Fax: 305-477-5351

Registration # 1066270

Official correspondent:

Jorge Millan, PhD
Email: imillancafiatec.org
601 West 20 St
Hialeah, FIL 33010
Phone : (305) 925-1260

Date Prepared:

September 13, 2011

Device name and

classification:

" Device Name: VSM-300 & VSM-300A Vital Signs Monitors

" Classification Name: Non-invasive blood pressure system, oximeter,
clinical electronic thermometer

* Product code: DQA, DXN, FILL

* Regulatory Class: Class 11
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VSM-300 & VSM-300A Vital Signs Monitor

Predicate Device:

M3 & M3A Vital Signs Monitor K1 02835 Manufacturer: EDAN Instruments

Device Description:

VSM-300 & VSM-300A Vital Signs Monitors are patient monitoring devices
providing the patient with a continuous vital physiological monitoring of non-
invasive continuous monitoring of SpO2 (oxygen saturation of the blood), NIBP
(non-invasive blood pressure) and TEMP (temperature) in a hospital, hospital
type facilities environment and intra-hospital moves. The following lists the
detailed features of the subject device.

" LCD or LED display
" SpO2, Pulse Rate NIBP and TEMP measurement
" Nellcor or EDAN SpO 2 module
* Display numeric and waveform information simultaneously
* Nurse call feature
* Built-in Lithium-ion Battery
* Suitable for adult, pediatric and neonate patients
* Visual and audible alarm

Intended Use:

The Vital Signs Monitor models VSM-300 and VSM-300A (hereinafter called
monitor) are intended to be used for non-invasive continuous monitoring of SpO2
(oxygen saturation of the blood), NIBP (non-invasive blood pressure) and TEMP
(temperature).

The monitor is intended to be used only under regular supervision of clinical
personnel. It is applicable to adult, pediatric, and neonatal usage in hospitals,
hospital type facilities and intra-hospital moves.

The monitor is equipped with alarms that indicate system faults (such as
loose or defective electrodes), physiologic parameters that have exceeded
the limits set by the operator, or both.

Effectiveness and Safety Contraindications:

Non-clinical test:

The following quality assurance measures were applied to the development of
the Vital Signs Monitor Models VSM-300 & VSM-300A:
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VSM-300 & VSM-300A Vital Signs Monitor

* Software testing
" Safety testing
* Performance testing
* Risk analysis
* Final validation

Comparison to the predicate device:

The subject device has similar technology characteristics and has the same
intended use as the predicate device. The VSM-300 & VSM-300A Vital Signs
Monitor has the same characteristics as the predicate device cleared under
K102835. Both models use the same technology and circuitry.

Substantially Equivalent Determination:

Verification and validation testing was done on the VSM-300 & VSM-300A Vital
Signs Monitor. This premarket notification submission demonstrates that VSM-
300 & VSM-300A Vital Signs Monitor is substantially equivalent to the predicate
device.
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DEPARTMENT OF HEALTH & HUMAN SER VICES ]'Luhc [Icu~iI SCi>icc

Advanced In1stulmental ons. Inc.
c/o Jorge NI ii Ian. 111.1D.

IxeCUtive Director i~4<
601 West 20 St
[-I iala. FLF 33010

Re: K 11465
'Irade/Device Name: VSM/-3)00 & VSNI'l-30A Vital Siguns Monitors
Regulation Number: 21 CFR 870.2700
Regu'Llation Name: Ox imeter
Regu'Llatory Class: Class It (two)
ProdILlct Code: DQA. DXN E'LL
Dated: ALI 'ust Q3.2011
Received: Au~gust 26. 2011

Dear- Dr. Mlillan:

We have reviewed yourI Section 5310(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially eti \alent (for- the i ndications
f'or Use stated in the enlosure) to legally marketed predicate devices marketed in interstate
commerce prior to Mfay 28. 1976, the enactment date of the Mledical De\'ice Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal F,ood, Drug,-and Cosmetic Act (Act) that do not require approval of a prenlaricet approval application (P MA).
You may, theref'ore, market the device, subject to the general controls provisions of the Act. T[he
general controls prov'isions of the Act inll~ude requirements for Mantal registration, listing of'
deviCcs,g oo0d man LI f11act LI ing. p ract ice, [a belin g, and prohibitions against i misbranld in g and
aidti terationl.

lIf your device is claIssified (see above) into either class [1 (Special Contr ols) or class Ill (L3NMA). it
im be subject to adldi tional con1trols. Existing maj or regulations affeictingy i eiecnh

found in the Code of Fedleral ReCikiltions. Title 2 I. Par Is 800 to 898. ]in add itic)n, F'DA may
pu~bli sh furllther annotin11cements con)cernilz y'our device in the Federal Renizster
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P lease be ad\'ised that FDA's i SS tance cia Substantial cciLii valecIe cleterm nation does not mecan
tihat FDA has made a d eterm inatLion that 'oti d c.vice comnp lies wvith other req ti vernon ts of the Act
or any) FederCIal statutes and -Ctztlatio ns ad mini stored by- otheri Federal agencies. YOU m L1ist
comply with all the Act's requiremntIs. includine'. but not liitied to: reistration and listing (2 1
CU-R Part 807); labeling (2 1 CFR Part 801); Medical dlcvicce reporting( (eporting of' medical
dex'ice-rel ated adverse events) (21 C 2k 803); goodI mlannfcU,12 lcce reCltiirements as Set
forth Ii the p Lal it)' Systems (QS) regti lab on (2 I CUR Part 820); and if applicable, the electronic
prIodulct radiation control provisions (Sections 53 1-542 of the Act); 2 1 CU--R 1000-1050.

If von desire specifire ad vice for' yourI device Onl our labeling reglation (2 1 CUR Part 801)> please
gIo to lhttp://%vww\\. fda.u-o\,/Ab)oatUDIA/Ccnitcr-sO(flices/Cf)[kl-l/CDI'I-1 0 fICes/Unem 115809. htmn for
thle Center for Devices and Radiologica l I alth's (CDRIl~s) Office of Compliance. Also: please
note thle regulat ion en titIl.d "''lvis brand inn, by ye f'etec c to pre marker notification" (21I-12 Patrt
807.97). ForI (ItLies tioris regard inrg th repjorIt inla ofadverse evetts Under thle N4 D) R regulIatitonl (2 1
CUR Part 803)), please go to

htt://wwfdanovNiclialevies/afrv/~e~ora~rblem/c M I. hnifor the CDRI-Is Office
of'Strveillanice and Biomietrics/Division of' Postmarket Surveilance.

YOU may obtain other general informiation Onl ylour] respon i biliLies 1-nder the Act from the
Division of Smnall anu,1.facturer-s, International anld ConIsu-mer Assistance at its toll-free nlumber.
(800) 638-2041 or (301) 796-7 100 or- at its In1ternetL addreCss

'11, inan.M.D.

Di rec tol K
Divisiok"of Cardciovascular Devices
Office1of'Device E-valuation
Center for Devices and
Radiological Health

Enclosure'



Indications for Use

51 0(k) Number (if known):

Device Name:

VSM-300 & VSM-300A Vital Signs Monitor

Indications for Use:
The Vital Signs Monitors models VSM-300 and VSM-300A (hereinafter called
monitor) are intended to be used for non-invasive continuous monitoring of SpO2
(oxygen saturation of the blood), NIBP (non-invasive blood pressure) and TEMP
(temperature).

The monitors are intended to be used only under regular supervision of clinical
personnel. It is applicable to adult, pediatric, and neonatal usage in hospitals,
hospital type facilities and intra-hospital moves.

The monitors are equipped with alarms that indicate system faults (such as loose
or defective electrodes), physiologic parameters that have exceeded the limits
set by the operator, or both.

Prescription Use _X____ AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart ) (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)
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Division c ardiovascular P v~ics
51 0(k) Numbe ... .ir .. tZ )


