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BioArterial Plus

Arterial Blood Flow Enhancement System
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Bio Compression Systems, Inc.
BioArterial Plus
Arterial Blood Flow Enhancement System

INTRODUCTION

TheBIOARTERIAL PLUS is an Intermittent, Sequential, Pneumatic Compression System that se-
gquentially compresses both the foot and calf in patients suffering primarily from diabetic foot ulcers
or intermittent claudication (leg pain primarily from decreased arterial circulation).

TheBIOARTERIAL PLUS SYSTEM is designed to deliver bilateral pressures of 1220mmHg (+/

0.5 sec.) for up to 1 hour, 2 to 3 times per day. The cycle times provide sequential compression to
the limbs for 4 second (0.5 sec) followed by a rest period resulting in a total cycle time of 20 se-
conds (+/4.0 sec).

INTENDED USE
The BioArterial Plus Arterial Blood Flow Enhancement System is intended as an adjunct therapy for
patients with ischemic disease of the lower extremities, due to one or more of the following causes:

Rest or Night Pain
Ulcers

Intermittent Claudication
Ischemia

Small Vessel Disease
Graft Failure
Arteriopathic Wounds
Angioplasty/Stent Failure
Minor Amputations



CONTRAINDICATIONS

Undesirable venous and lymphatic return (as with congestive heart failure)
Deep vein thrombosis (suspected or present)

Inflammatory Phlebitis

Episodes of pulmonary embolism

Sepsis in the limb

Cellulitis without appropriate antibiotic coverage

Immediately following skin grafts in/around treatment sites

Pulmonary edema associated with congestive heart failure

Acute thrombophlebitis

SYSTEM AND COMPONENTS

The BIOARTERIAL PLUS system is comprised of the Controller/Pump along with a set of bilateral
garments with color coded tubing and contrasting

CONTROLLER/PUMP

(A) Velcrotype attachment tab (FOOT)

(B) Velcrotype attachment tab (MID CALF)
(C) Velcrotype attachment tab (UPPER CALF)
(D) Tube connector to pump (FOQOT)

(E) Tube connector to pump (CALF)

(F) Pressure Gauge

(G) llluminated ON/OFF Switch

(H) Pressure Adjustment Knob

() Pressure locking thumb screw

NOTE: For safety purposes, the Al ocking pressure
perproof method of protection in the presence of children or others who might inadvertently/

unknowingly change pressure settings. Unless otherwise ordered by the attending physician, it is rec-
ommended that the pressure be maintained asgprat the factory at 120mmHg. Should a pressure

change be ordered by the physician, this can be accomplished by slightly turning the locking thumb
screw ficounter clockwised freeing up the Apressu




SYMBOL DEFINITIONS

= “WARNING” Risk of Fire

= “DANGER” Risk of Explosion

= “CAUTION” Risk of Electrical Shock

= REFER TO DOCUMENTATION BEFORE USI NG AND SERVI CI NGo
= ATYPAPBLI ED PARTO

= CLASS 11 PROTECTI ONOo

@3> @D

WARNINGS, CAUTIONS AND PRECAUTIONS

& Warning: Do not use in the presence of flammable anesthetics

& Caution: Federal law restricts this device to sale by, or on the order
of a licensed physician.

& Caution: Unless otherwise ordered by the physician pressure should not
be set any higher than 120mmHg.

& Caution: Caution must be exercised for patients with insensitive, irritated,
sunburned, bruised or broken skin, or with skin conditions such
as skin cancer, dermatitis, eczema, or psoriasis in/faround
treatment sites. Should changes in skin appearance occur (such
as blisters, redness, discoloration, welts, or other noticeable
changes in the skin), or burning, itching, increased swelling
should occur, discontinue use and consult with a physician.

& Caution:  Slip and fall hazard. Do not stand or walk while wearing
garments

EQUIPMENT CLASSIFICATION

1. Class of protection against electrical shock.
CLASS Il EQUIPMENT

2. The degree of protection against electric shock:
APPLIED PARTTYPE B

3. Mode:
CONTINUOUS OPERATION WITH INTERMITTENT LOADING

4. According degree of protection against ingress of water
IPXO




GARMENT SPECIFICATIONS

Available Sizing

STANDARD (APG-3045FC S) WIDE (APGW3045FC)

FOOT: Fits 80 to 12.50

MID-CAL F: Fits 9.50 tCALIFgo6 Fits 11 to 250 MI D
UPPER CALEF: Fits 10.50 to 20.50 UPPER CALF

Length Adjusts from 1206 to 20.50 on both sl eeves

TAKING A TREATMENT
O0Remove garments from plastic bags with color co
attached to each garment.

O«

It is recommended that |ight bandages, c¢cl ean h
treatment garments.

Ox¢

Attaching one garment at a time, attach tubing
(on ends of tubing) to connectors on face of pump.

NOTE: Connectors can only be attached in one way due to uniqueness of their design. By push-

ing in firmly, a fAclickingo sound wil/ confirm t
6 After attaching both garments to controller/ pu
NOTE: See ASystem & Componentso for tab | ocati on:

6Place heel portion of garment on floor. Place heel of foot snugly
into heel portion of garment, depressing foam portion down
with arch of foot. (See 1) While pressing down with arch,

pull left tab (A) across foot to attach snugly (See 2 & 3) ;‘
OPul l up gently on garment , wi . ...2 two upper
detached (See 4)

6OPul l upper |l eft tab (C) a Ny st under
by upper right tab and attach snugly (See 5) 2 3

NOTE: Be sure that black valve on back of garment is cet

tered on the mid to upper calf area. '
Repeat same procedure with mid tab (B)

Repeat same procedure with other garment

OTurn pump to AONO

4 5
O0Position and observe gaugd bn

reads 120mmHg. If it does not show proper
pressure, adjust pressure up (clockwise) or #

hat it

down (counter clockwise) until proper
pressure has been attained.

6Begin Treat ment



ON DEVICE LABELING
Note: Labeling samples have been reduced to fit manual.




