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Re: K 111 934
Trade/Device Name: PD- 100 Series Ultrasonic Doppler (models PD- I GOB. PD -tOGA.

PD-I GOPlus. PD-I GOPro, PD- 1000, PD-I OGOPIUS. and PD-I G001310)
ReguLlation Number: 21 CFR 884.2660
Regulation Name: Fetal Ultrasonic monitor and accessories
ReguLlatory Class: It
ProduIct Code: KNG and [lISP
Dated: September 13), 2011
Recceived: September IS. 2011

Dear Dr. Nd lii:

We have revi ewed your Section 51 10(k) lprerlarket notification of intent to market the device
re ferencedl above and have determined the device is substantially eqluivalent (for1 the indlications
for1 Use Stated in the enclosure) to leg-ally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976. the enactment date of the tMedical 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 prermirket approval application (PMA).
YOU mat%. there fore, market the device, subject to the general controls provsions of the Act. The
gzeneral controls provisions of the Act include requirements for annual registration, listing of
devices, good nanU fhcturing practice, labeling, and prohibitions against misbranding and
ad tl teration.

If your device is classified (see above) into class 1I (Special Controls), it may be subject to suIch
additional controls. Existing- major reguLlations affecting your device can be found in Title 2 1.
Code of Federal Rega.l ations (CE-R). Parts 800 to 895. In addition, FDA may publish Fturther
announcements concerning yordevice in thie Federal Re nister.

Please be advised that FDA's issuance of'a substantial equivalence deteirmination does not mean
that FIDA has made a determination that Your device complies with other requirements of the Act
or any Federal statutes and regu~tlations administered by other Federal agencies. YOotimst
cornply with all the Act 's req t~irements, inclutding. but not limited to: registration and listing (2 1
CFR Part 807); labeling (21 CI7R Parts 801 anid 809); medical device reporting (reporting of'



med(ical device-reldated fldveire events) (21 Cit 803): anld {zOodI mlallirfaemrin g practice
I CL1reiurenents aS set fo1-ii inl the quLality syCHstm (QS) reg ulationl (2 1 CFK Part 820). This letter
WillI allO %o yo to beta n moarteLtiQ VO tir leVi Ce as described in yourI Section 5 1 0(k) prlalkC
not6i kation. The FDA b ndiin, of suibstatial eq Llivalence Of y'our device to aI locall -v marketed
predicate dievice results in a classificationl for yourI devic and thuIs. perInit [5 your device to
proMeed to the moal-et.

If y'ou desire sp~ecific ad vice for yIour tlevi cc on our labelIing regul ation (2 1 CFR Parts 80 1 and
809). p1]ease contact the Office of In I/ito Diagnostic Device ival Liati on and Saf'ety at (30 1) 796-
5450. A Iso. please note thle regu!lation entitled, ''Niisbrandi ng by reference to prenlarket
notification"' (2 1 CFR Part, 807.97). For queLstionIs regartfl thle reporting of adverse events
under the N LVDR egu lad on (2 1 CF R Part 803), please go to

http//ww~fd~tzo/M~dica.DevcesSafey/kpoyt P rb Iem/dfau(t'0m1o the CDRT-1' s Office
Of So rVei Iiance and Biometrics/Division of' Postmarket St rVeilIlance.

YOU may obtain other general information on youfr responsibilities under the Act fromt thle
Di vision of'S mail Ma~nufacturers. International and Consumner Assistance at its toll-freeC numlber
(800) 638-2041 or (30 1) 796-7100 br at its [nternet address
hittp://%%wv.f'ca.uov/ccirh/indctustry/supp~lort/itctex.hittl.

Sincerely Yours,

M~ary S. Pastel, Se.D.
Director
Division of Radiological Devices
Office of in Vitro Diagnostic Device

Evaluation and Safety
Center for' Devices and Radiologicall-Health

EnIclosure'



Indications for Use

51 0(k) Number (if known):

Device Name: PD-i 00 Series Ultrasonic Pocket Doppler (models PD-bO0B,
PD-i OQA, PD-i OOPIus, PD-i QOPro, PD-i 000, PD-i OPlus
and PD-i OQOPro)

Indications for Use:

The PD-100 series Ultrasonic Pocket Doppler are intended for use by health care
professionals including registered nurses, practical nurses, midwives, ultrasound
technicians, and physicians' assistants, by prescription from licensed physicians
in hospitals, clinics and private offices. The 2 MHz and 3 MHz obstetrical probes
are indicated for the detection of fetal heart rate from early gestation thru delivery
and as a general indication of fetal well being. They can also be used to verify
fetal heart viability following patient trauma. The 4 MHz, 5 MHz and/or 8 MHz
vascular probes are indicated for the detection of blood flow in veins and arteries
for assisting in the detection of peripheral vascular disease.

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

(Part 21 CFR 801 Subpart D) (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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