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510(k) Summary
Hill-Rom Procedural Stretcher with Intellidrive®D

Device Owner: SEP 1 9 2011
Hill-Rom, Inc.
1069 State Route 46 East
Batesville, IN 47006-9167
Phone: 812-934-7777

Contact: Chad Hodson (81 2)-934-1 278
Fax: (81 2)-931 -3481
Registration Number: 1824206

Date Summary Prepared: 6/30/11

Device Names:
Trade Name: Hill-Rom Procedural Stretcher with Intellidrive®
Common Name: Powered stretcher
Classification Name: Stretcher, Wheeled, Powered, (21 CFR 890.3690, Product Code INK)

Regulatory Class: Class 11

Predicate Devices: Stryker Powered Wheeled Stretcher, #K022309

Device Description: The Hill-Rom Procedural Stretcher product is a movable, caster-
mounted stretcher. The product has side rails, supports for fluid infusion equipment, and
a scale for weighing patients. A twin-hydraulic cylinder lift system provides support,
height adjustment and Trendelenburg features for the patient surface. The stretcher is
available with an optional that consists of the addition of a battery-powered drive
mechanism which is integrated into the stretcher platform provides propulsion of the
platform along the floor with minimal force applied by the caregiver. The powered drive
mechanism is only controllable by the caregiver and not the patient. The Intellidrive®D
option aids in the transportation of patients by providing healthcare personnel with the
ability to more easily move and maneuver the stretcher.

The Hill-Rom Procedural Stretcher with Intellidrive® meets the requirements of lEC
60601 -1 (Electrical Safety) and IEC 60601-1-2 (Electromagnetic Compatibility). The
device carries the ETL marking to UL60601 -1 and CAN/CSA C22.2 NO, 601.1-M90.

Intended Use: The Hill-Rom Procedural Stretcher with Intellidrive® is intended to assist
caregivers in the treatment and transportation of patients in all areas of hospitals,
surgical centers, and other patient care facilities. The Intellidrive® Transport System is a
permanently attached powered drive that is assembled into the existing Procedural
Stretcher model. This feature lets the caregiver move the stretcher forward or reverse
with very little applied force. The caregiver operates the system through the transport
handles.
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Similarities and Differences:
The Hill-Rom Procedural Stretcher with Intellidrive® is substantially equivalent in
function and intended use to the Stryker@ Powered Wheeled Stretcher. Each is intended
to provide assistance to caregivers in the treatment and transportation of patients in
healthcare facilities.

The predicate device is a Class 11 device, classified at 21 C.F.R. and 890.3690,
Stretcher, Wheeled, Powered, Product Code INK. This is the same classification as the
device being submitted.

As with the predicate device, this product is a movable, caster-mounted stretcher. Both
products have side rails, supports for fluid infusion equipment, and a scale for weighing
patients. A twin-hydraulic cylinder lift system provides support, height adjustment and
Trendelenburg features for the patient surface. In both products, the addition of a
powered transport mechanism to a normal transport stretcher enables the caregiver to
move the stretcher with very little applied force.

Hazards for the product were identified in a systematic manner. A list of known or
foreseeable hazards associated with the product both in normal and fault conditions was
compiled and evaluated. A comprehensive review of field complaints, MDR's and recalls
from similar Hill-Ram products and the predicate device was conducted and included in
the hazard identification process. This review was conducted by a cross-functional team
composed of members from Engineering, Quality, Regulatory Affairs, and Clinical.

A verification and validation plan has been developed that defines the testing
parameters that ensure that the product meets its design requirements and that the
hazards that were identified were eliminated by design features or that the occurrence
rate is a low as reasonably possible. The testing was conducted on both a system level,
with the system being the entire stretcher, and a module level, with the module being the
Intellidrive mechanism. Safety and performance characteristics of the device were
identified via customer needs and functional requirements of the device. The
characteristics were converted into requirements that were verified and validated
successfully. The product also successfully meets the following voluntary standards:

Medical Electrical Equipment: Part 1: General Requirements for Safety - UL 60601-1
(1st Ed., 25-Apr-03, Rev 26-Apr-06);

Medical Electrical Equipment: Part 1: General Requirements for Safety - General
Instruction No. 1 - CAN/GSA C22.2 601.1-M90 (1st Ed., Nov-SO, R2005) + Supplement
No. 1-94 (C22.2 No. 601.1 S1-94, Feb-94, Ri 999) + Amendment 2:1998 (Feb-98,
R2006) + Update No. 2 (Nov-03, R2005);

IEC 60601-1, Medical Electrical Equipment - Part 1: General Requirements for Safety,
1988; Amendment 1, 1991 -11, Amendment 2, 1995. (General);

IEC 60601-1-4:2000 Consol. Ed. 1.1, Medical electrical equipment - Padt 1-4: General
requirements for safety -- Collateral standard: Programmable electrical medical systems,
edition 1.1. (General)
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lEO 60601-2-38 1996/Amendment 1:1999, Medical electrical equipment - Part 2-38:
Particular requirements for the safety of electrically operated hospital beds. (General
Plastic Surgery/General Hospital)

lEO 60601-1-2 Edition 3:2007-03, Medical electrical equipment - Part 1-2: General
requirements for basic safety and essential performance - Collateral standard:
Electromagnetic compatibility - Requirements and tests. (General)

Based on the information from stretcher test results and a review of the predicate
device's functions and features, any differences described between the Hill-Rom
Procedural Stretcher with Intellidrive® and that of the predicate device do not raise new
issues of safety or effectiveness. The intended use, basic technology, and performance
characteristics of the system are the same.

A summary table is included on the following page that compares the new device and
the predicate device.

Prepared by:
Chad Hodson
Senior Regulatory / Quality Engineer
Hill-Rom Company
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DEPARTMENT OF HEALTH & HUMAN SERVICES luh11ie Health Servce

Food NW1l DI ie ,\c liiiirrau1i _

1090', Ne% 1llpShiI,' Avkell Le
DIocumnt Coiiiuol Room -WO)6-G(i0
Silver NOul, 20991-0002

1lill-Rom Company
% Intertek"Testing Services NA, Inc.
N'lS. Paulla Wi Ikersonl
23)07 E3. Aurora Road / Unit B7 S
lwinlsbUrg, Ol-1 44087

Re: KI 12502
Trade/Device Name: [-ill -Rom®g Procedural Strelcher with Intcli idriv ye®
Regulat1ionl Number: 21 JR 890.3690
Regu Ia do a NameI: Powered wVheelC l tcher
RegtrIlatorv Class: 11
ProdcIIt Code: INK
Dated: September I5, 2011
Received: September 16, 2011

Dear M\,s. Wilkerson:

\We have'( reviewVed your Section 5 10(k) premarket noti fication of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for Use stated inl the enelIostire) to legally marketed predicate devices marketed inl interstate
commerce prior to Mlay 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified inl accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not reqtrire approval of a premarket approval application (PMIA).
YOU may, therefore, market the device, subject to the gYeneral controls provisions of the Act. The
gleneral cotrtols provi siots of the Act inIclude reqir rments for annua-l registration, listing S f
devices, gzood ci ranl u facturinlg practice, labeling, and prohibitions against mnisbranding and
adulteration. Please note: CDRI-l does not evaluate inflrmiation related to contract liability
warranties. We remind YOU, how\ever, that device labeling must be truthful and not misleading.

If yourl device is classi fred (see above) into either class 11 (Special Controls) or class Ill (PN4A), it
May be strbject to additional controls. Existing major regulations affecting your device canl be
found in the Code of Federal ReguLlations, Title 21I Parts 800 to 898. Ini add iion. FDA may
publish further announIcements concerning yourF device inl the Federal Reui ster.

Please be advised that FDA's isstrance of a substantial equivalence determination does not meanl
that FIDA has made a decterrni nation that "Votrr1 device corn pI iCs With Other re u I remen tIs of>the Act
or any Federal statutes arid regrr iations adinnistered by other Federal an-ene ics. YOU mtrLst



l'aaee 2 - viMs. PaulIa WilkI kesCII

complyI\ With all the ACt's reCl.11FrCIreenS. incIluding., but not limilted to: rcerustration and listing, (2 1
CFR P art 807); labelIing (2 1 CFR Part 80 1); medicalI devi ce reporting (re port ing of' rvedicalI
dlevic-reclated adcverIse events) (2 1 CF-R 803): g'ood m1aHU f'acttIIg11 practice reqluiements as set
foth in I hei qualIity vStemIIS (QS) r eg uILationl (2 1 C R P art 820); a nd if ap pI cable , the eilect ron ic
produid radiationl control provisions (Sections 531 -542 of the Act); 21 CFR 1000-1050.

I- o IS spc i ie adVic CCfor your1 device on o11 r IlabelIim n" regultn I2 CIZ P'art 80 I ,)1es

go0 to htp/wwfl~o/bufD/etrOfie/DllCDH0fcsnm113809.lini for
the Center for Devices and Radiological Health's (CDRI-l's) Office of'Compliance. Also, please
noWte C -euion entitled. "'Nlisbranding by ref'erence to premarket notification" (2 ICFR Part
807.97). I-F CIrestionIS regaLrding, the reporting of adverse events underIC the NDR DireglationI (21
CFR Part 803)), please go to

htt://wwfdauovN'edialDevcesSactvRcortallrob]lcrv/dlefauIlt.hltml for the CDRI-I 's Office
of S urveilIlance aind B iometri cs/Di vision of'Pos tmarket S urveilIlance.

You may obtain other general in folrmation OnL yOur responsibilities Under the Act From the
D ivis ion of Small Mvanlufacturers. Internlational anld ConIsumer Assistance at its toll-free n t-imber
(800) 638-2041 or (301) 796-7100 or ait its Internet address

,SinIcerely Yours.

Mark N. N/Ielkerson V ,
Director
Division Of Sitrgical, Or thopedic
and Restorative Devices

Office of Device Evaluation
Center- for Devices and

Radiological Health

Enclosurte
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Indications for Use

510(k) Number (if known): TBD

Device Name: Hill-RomO Procedural Stretcher with Intellidrive®

Indications for Use:

The Hill-Rom® Procedural Stretcher with Intellidrive® is intended to assist caregivers in
the treatment and transportation of patients in all areas of hospitals, surgical centers,
and other patient care facilities. The Intellidrive TM Transport System is permanently
attached powered drive that is assembled into the existing Procedural Stretcher model.
This feature lets the caregiver move the stretcher forward or reverse with very little
applied force. The caregiver operates the system through the transport handles.

Prescription Use AND/OR Over-The-Counter Use X
(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart C)

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

Concurrence of CDRH. Office of Device Evaluation (ODE)

Division o ugiaO opedic,
and Restorative Devices

5I1O(k) Number K12 0
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