Informational Bulletin

Suction and Cuff Manometer

FAUQUIER COUNTY

FIR

Date:May 24 2022 Number: 22.018
Effective DateMay 24 2022 Expiration Date: N/A

RESCUE

Approved By: Darren L. Stevens, Fire Rescue Chief

e D,

In an effort to continually improve patient care and customer service delivery, we are adding the following ite
to all DFREM units:

The DuCanto Suction Catheter

The DuCanto Catheter is a singlse,nonsterile, rigid suction catheter specifically designed to be used by
emergency care providers to aspirate liquidsorsemil i ds from a patientds upp
larger inside diameter than a standard Yankauer suction tip which malgsfitantly less likely to clog in an
emergency situation. The hyper curved catheter is shaped more like a patient's airway making it easy to pos
the catheter and work with other complementary d

Please watcthe link below to see how to properly utilize this device:
https://www.sscor.com/ducanto_catheter_video?hsLang=en&wvideo=4kz35kmqct

The AG Cuffill Manometer



https://www.sscor.com/ducanto_catheter_video?hsLang=en&wvideo=4kz35kmqct

The Cuff manometer is utilized to precisely inflate endotracheal tube cuffs to a pressure that will not leak and
will not inflict unnecessary trauma to the patient. Overinflated cuffs can cause tracheal damage which does r
heal on its own, and typically reiges surgical repair. The benefit lies in the pressure and volume measuremen
instead of just the traditional volume. These mudte (up to 100 uses) digital syringes ensure a safer intubation
experience and reduced damage from the procedure. Ideal BTpFegsures should be betweerZDcmHO.

Please review the attached use instructions along with the following training video:
https://youtu.be/QbW5nxDA_TO

. L~

AG Cuffill Intended Use and (1) | Instructions for Use (3)
Intended User Measuring Cuff Pressure: (See the following figure.)

—
Intended Use: (Indications for Use): £ ,‘ AARE
The Hospitech AG Cuffill is intended to measure and _-"_* ‘* 0.t , \
regulate the intra-cuff pressure of Endotracheal -~

tubes, Tracheotomy tubes and Laryngeal Masks
Ainways (LMAS) (supraglottic ainways).

Intended User: The Hospitech AG Cuffill is 1. Turn ON the AG Cuffill by pressing the power
used under medical supervision in hospitals, pre- button on the right side of the display. The
hospital (EMS), extended care facilities and display will blink twice showing the number of
outpatient clinics, where a patient may be intubated. readings left and then will display "00" (see

section 6 - Display)
2. Push the syringe plunger in until it stops.
A The AG Cuffill is intended for an air-filed cuff and 3. Connect the AG Cuffill to the Airway cuff inflation

should not be used with liquids, which will cause line and read the pressure value.

dariage: 4. If required, cuff pressure may be reduced by
A The AG Cuffll should not be used for continuous pulling back the plunger until required pressure
monitoring. It should be disconnected each time, after is achieved.

use. 5. Disconnect the AG Cuffill from the cuff inflation
M\ The AG Cuffil should be kept in a dry L

environment during transport and storage.

A Make sure that the luer {connector) at the tip of Instructions for Use "\\4/)

the cuffill is clear of any obstruction and is open to
ambient pressure.

e -
Specifications: (2) !
Range of measured cuff pressure: S P T
Model HSCUFFO031: 0-99 mmHg ~

Model HSCUFFDD41: 0-89 cmH20

Accuracy of cuff pressure measurement:

Model HSCUFFQO031: + 2 mmHg

Model HSCUFF0041: £ 2 crmH20 1. Turn the AG Cuffill ON by pressing the power

e _ i . button on the right side of the display. The

%:?.#ti?qggth .r13 cm; Diameter: (ID) 15'mm display will blink twice showing the number of
.ol readings left and then will display "00". (see

Power: CR1632 3VDC / 130mAh battery section 6 - Display)

2. Position the plunger about halfway out.

Volume delivered: 0-10 cc in 1cc graduations
3. Connect the AG Cuffill to the Airway cuff inflation

Number of operations: 100

line.
4. Adjust the plunger until the required pressure is

Environmental conditions: achieved.
StorgeiOmentien: If the required pressure is not achieved,
Temperature: +10... +30°C (50, 85°F) g:fﬁgfdcgahder@gegtutfg:g g’tﬂ:othe Plungerdi2.eo
Relative air humidity without condensation: 5... 95% ; 4 : ]
Atmospheric Pressure: 700 hPa - 1060 hPa 5. Disconnect the AG Cuffill from the Ainway cuff

inflation line.
Transport : :
Temperature: -30...+B0°C (-22... 140°F) ATTENTION: When disconnecting, the Cuff
Relative air humidity without condensation: 30...95% pressure may be may drop by 1-2 cmH20/mmHg.

Atmospheric Pressure: 700 hPa - 1060 hPa
Not made with natural rubber latex.



https://youtu.be/QbW5nxDA_T0

Cleaning, Disinfection and (8
Storage Instructions

General instructions for cleaning and
disinfection:

¥ The cleaning and disinfection process described
below is to be applied after each patient. The Cuffill
is limited to 100 uses on the same or different
patients.

v Use soft, clean, new pads, taking care not to
saturate the pads.

¥ Pull out the plunger from the syringe bamel.

v While cleaning or disinfection, prevent entry of any
fluid into the AG Cuffill sensor at the tip of the black
gasket.

Cleaning:

e So0ak a clean pad with Alconox 1% (diluted with
distilled water) or Septal Scrub 4% Chloroxidine
solution.

e YWipe the device surfaces (barrel and plunger) and
clean thoroughly until product is clean from
contamination. Repeat at least 4 times.

e Soak a clean pad with distilled water. Wipe and
clean the device surfaces.

e Yyipe the device surfaces with a dry pad and make
sure to leave to dry for one hour on a clean surface
in the room.

Disinfection:

e Soak a clean pad with either: Alcohol IPA 70% or a
Hydrogen Peroxide 1.4 %.

e ‘Wipe the device surfaces (bamrel and plunger) and
clean thoroughly until product is clean from
contamination. Repeat at least 4 times.

e Yyipe the device surfaces with a dry pad and make
sure to leave to dry for 2 minutes on a clean
surface in the room.

e After completing the cleaning process and the
disinfection process, insert the plunger back to the
syringe barrel. The Cuffill is now ready to be used
on a new patient.

Storage Between Same or New Patients:

e Yhile being used inan ICU for same patient: the
device should be kept at the patient bedside
trolley/bench.

® ‘\hile stored between patients: As other medical
devices, it should be kept in a closed cabinet in the
unit storage room. It is recommended to store in a
disposable plastic bag.

Display [?5 5 O J (6,

When first pressing the button:

Immediately after pressing the power button, the
display blinks twice, indicating the number of
operations left and then will display 00 indicating the
device is ready for use.

Display blinks 1H:
Counter — over 1 Hundred operations left.
NOTE: a new device may show 1H a few times.

Display blinking values 99 to 01:
Counter - number of operations left.
Display reads 00 after blinking:
Normal. Ready for Use.

During measurement:
Display reads 00 to 99:
Value of pressure measured.
Display reads UP:

Under Pressure, Vacuum.
Display reads OP:

Over Pressure, above 99 cmH20 /mmHg.

Diagnostics:

Display reads E1 and shuts down:

End of allowed user operations.

Display reads E2,E3, or E4 and shuts down:
System error. Device unusable.

Display reads any value other than '00’

after blinking:

Calibration required. Perform calibration. (See below)
Display Flickers:

EMC interference: Do not use. (See mare in chapter 7)

Calibration:

Calibration can only be carried out when the

Cuffill is disconnected from the cuff inflation

line.

e Make sure that the AG Cuffill connector (Luer)is
clear of any obstructions.

e Press and hold the Power Button for more than 5
seconds.

o' -- ' followed by '00' should be displayed.
If a value other than '00' appears, the device is not
usable.

NOTE: The device automatically tums OFF 60
seconds after activation.




Information on Electro Magnetic Compatibility (EMC)

&EMC Declarations(IEC 60606-1-2)

WARNING: "Use of this equipment adjacent to or stacked with other equipment should be
avoided because it could result in improper operation. If such use is necessary, this equipment
and the other equipment should be observed to verify that they are operating normally.”
WARNING: "Portable RF communications equipment (including peripherals such as antenna
cables and external antennas) should be used no closer than 30 cm (12 inches) to any part of
the AG Cuffill including cables specified by the manufacturer. Otherwise, degradation of the
performance of this equipment could result.”

WARNING: "Avoid using equipment in case the display flickers with no ability to read the value
during the disturbance".

@

Manufacturer Declaration- electromagnetic emissions

Classification of Equipment (CISPR11/EN 55011)

Compliance Test Compliance Electromagnetic environment -guidance

RF emissions Group 1 AG Cuffill belongs to this group of equipment where
CISPR 11 RF energy is used only for internal function.

RF emissions Class B AG Cuffill belongs to this group which offers suitable
CISPR 11 protection in both domestic (residential) environment and

in hospitals, and any other facilities were ventilated
patients are taken care of (e.g. outpatient clinics).

Manufacturer declaration — electromagnetic immunity

20V/m 13.5MHz -
13.6MHz

IMMUNITY test |EC B0B01-1-2 Compliance level Electromagnetic environment —guidance
TESTLEVEL
Electrostatic discharge 8 k¥ contact 8 kV contact Floors should be wood, concrete or ceramic
(ESD) 2,4,8,15kV air 2, 4,8, 15kV air tile.
|IEC 61000-4-2 If floors are covered with synthetic material,
the relative humidity should he at least 30 %.
Power frequency(50/60 30 (Afm) 30 (Afm) Power frequency magnetic fields should be at
Hz) magnetic field levels characteristic of atypical location in a
IEC 61000-4-8 typical commercial or hospital environment.
Portable and mohile RF communications
10Vim 10V/m :
equipment should be used no closer to any
Radiated RF 3V from 0.15 to SOMHz; 3V from 0.15 to S0M Hz; part of the AGCuffillincluding cables, than the
recommended separation distance calculated
BY from 0.15 to 80MHz and BY from 0.15 to 80MHz from the equation annlicable to the frequenc
IEC 61000-4-3 80% AMat 1kHz and 80% AMat 1kHz o PR d ¥
of the transmitter. Recommended separation
10Vim from 80MHz to 27GHz | 20Vim from 80MHz to distance.
2.8GHz
i~ 22N
10vim from2.5GHz to 4
2.7GHz , !:"ilx'l
‘ [fiﬂ‘/ 800 M 1025 OH
Mil-STD-461E 20¥/m 100kHz - 20V/m 100kHz —
Radiated immunity 150KHz 150KHz where P is the maximum output power rating

20¥/m 13.5MHz -
13 BMHz

of the transmitter in watts (VW) according to the
transmitter manufacturer and d is the
recommended separation distance in meters
(m).Field strengths from fixed RF transmitters,
asdetermined by an electromagnetic site
survey, should be less than the compliance
level in eachfrequency range.

Interference may occur in the vicinity of

equipment marked with the following symbol:

()
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Questions regarding this bulletin should be directeBattalion Chief Rich Cluff.



