








T-Cuff - Instructions for Use, 71252

Indications For Use

T-Cuff is indicated for use in donor populations during apheresis procedures as an alternative method
to maintain pressure on the arm and obtain venipuncture. The T-Cuff operates similar to a pneumatic
tourniquet intended to partially restrict blood flow on the upper arm to result in optimal venous access
during apheresis collection procedures.

T-Cuff Overview

The T-Cuff is a pneumatic tourniquet. It consists of an inflatable cuff, a pressure release valve, and a
bulb for inflation.

Figure 1: T-Cuff

1 Cuff: Consists of a cloth cover and an
internal bladder that applies pressure to
a donor’s arm when inflated

2 Bulb: Allows you to inflate the cuff

3 Valve cap: Allows you to switch mode
of operation

4 Quick release button: Allows you to
deflate the cuff

5 Valve: Controls cuff pressure

The T-Cuff has two modes of operation; venipuncture mode and collection mode. The mode of
operation is changed by adjusting the valve cap.

Venipuncture mode: For use prior to and during venipuncture, this mode allows the T-Cuff to inflate to
assist with vein selection. In this mode, the pressure release valve prevents the cuff pressure from
exceeding 120 mmHg, with an average maximum of 100 mmHg. The T-Cuff is in venipuncture mode
when the valve cap is lowered and the indicator arrows are not aligned.

Collection mode: For use during collection, this mode enables the system to maintain consistent
pressure, when assisted by donor squeezing. In this mode, the pressure release valve prevents the cuff
pressure from exceeding 40 mmHg. The T-Cuff is in collection mode when the valve cap is raised and
the indicator arrows are aligned.

Procedures for Use

1. Place the T-Cuff on the donor’s upper arm with a snug fit.

a. Position the cuff a minimum of 2 inches above the antecubital area, with the T-Cuff label
facing out.

b. Ensure that the cuff is oriented on the donor’s arm so that the tubing extends up towards
the donor’s shoulder to prevent the tubing from interfering with the venipuncture site.
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Caution: Do not place the T-Cuff on skin that is compromised or broken.

2. Place the valve in venipuncture mode by rotating the valve cap. Rotate it so that the valve cap is
lowered, the indicator arrows are not aligned with each other, and the hexagonal edges do not
align as shown in the following figure. When the cap has been rotated far enough to switch
modes, you hear an audible click and feel it snap into place.

Figure 2: Venipuncture mode valve position

3. To use the T-Cuff in venipuncture mode:

a. Inflate the cuff by squeezing the bulb.

b. Identify the venipuncture site.

c. Deflate the cuff by pressing and holding the quick release button.

Figure 3: Quick release button

d. Prepare the venipuncture site according to your center’s SOP.

e. Inflate the cuff.

f. Perform venipuncture.

4. After venipuncture, switch to collection mode by rotating the valve cap. Rotate it so that the
valve cap is raised, the indicator arrows align with each other, and the hexagonal edges are aligned
as shown in the following figure. When the cap has been rotated far enough to switch modes,
you hear an audible click and feel it snap into place.

Figure 4: Collection mode valve position

5. Place the bulb in the donor’s hand and instruct the donor to squeeze approximately every
5 seconds throughout the collection procedure.

Cleaning Instructions

Clean the surface of the cuff cover, tubing, bulb and valve as necessary using a damp cloth and mild
detergent or 70% isopropyl alcohol wipe. Do not submerge.
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To clean the cuff cover separately do the following:

1. Remove the bladder from the cuff cover.

2. Hand wash with a mild detergent and warm water.

When finished cleaning, insert the bladder into the cover opening and close the hook and loop fastener.

Specifications

Table 1: Environmental specifications

Characteristics Performance

Ambient operating air temperature 15.5 °C to 27.7 °C (60 °F to 82 °F)

Ambient operating humidity 8% to 80% relative humidity (RH), non-condensing

Table 2: Symbols and certifications

Symbol Definition Symbol Definition

Indicates the medical device
manufacturer.

Indicates the date when the medical
device was manufactured (or
sterilization date, if the product is
sterile).

Indicates the manufacturer’s
catalog number so that the medical
device can be identified.

Indicates that the user should consult
the instructions for use.

Indicates that the product was
manufactured in accordance with
Annex II of the European Council
Directive, 93/42/EEC, as amended.

Indicates the European Authorized
Representative of the product when
accompanied by the name of the
European Authorized Representative.

The valve has been verified to a 3 year life span. The bulb, tubing, and bladder may be replaced as
needed. Contact your local sales representative for options regarding replacement parts.

Return of Used Product

If for any reason this product must be returned to Terumo BCT, Inc., a returned goods authorization
(an RGA number) is required from Terumo BCT prior to shipping.

IT IS THE RESPONSIBILITY OF THE HEALTH CARE INSTITUTION TO ADEQUATELY
PREPARE AND IDENTIFY THE PRODUCT FOR RETURN SHIPMENT.

Please contact your local representative for information regarding returned goods and product
complaints.
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