
EN STERILIZATION POUCH
Instructions for Use
Product Description
HALYARD* sterilization pouches are made from either a medical
grade porous paper or Tyvek® material that is bonded to a 
transparent multi-layered polymeric film on the opposite side to 
form a pouch. The top side is open in order to receive the medical 
device to be sterilized and to seal the pouch. They are available 
either pre-manufactured self-seal or heat-seal sizes or in a reel of 
heat-seal tubing that allows the user to cut the pouch to their 
required size.
The pouches also contain external chemical indicators used to 
indicate that the pouches have been processed by either a steam, 
ethylene oxide or hydrogen peroxide gas plasma sterilization 
process.
The medical grade paper pouches can be used in either gravity 
steam, pre-vacuum steam, or ethylene oxide (EO) sterilization 
cycles. The Tyvek® material pouches can only be used in a 
hydrogen peroxide gas plasma (H2O2) sterilization cycle.
All HALYARD* pouches meet the requirements of ISO 11607-1 
and EN 868-5 (in accordance with ISO TS16775). 
Select the compatible pouch according to your sterilization 
method and the size of the sterilized instrument.

Indications for Use
HALYARD* Paper Sterilization pouches and reels are intended to 
be used to enclose another medical device, in a single or double 
pouch configuration, that is to be sterilized by a health care 
provider using:

• Gravity steam at 121°C (250°F) for 30 minutes; 25 minutes dry time
• Pre-vacuum steam at 132°C (270°F) for 4 minutes; 20 minutes dry time
• Pre-vacuum steam at 134°C (273°F) for 3 minutes; 20 minutes dry time
• Pre-vacuum steam at 135°C (275°F) for 3 minutes; 16 minutes dry time
• Ethylene Oxide (EO) with a concentration of 735 mg/L at 55°C (131°F)
and 50% to 80% relative humidity for 60 minutes.  Aeration time of 8
hours at 60°C (140°F).

The steam and ethylene oxide (EO) device (pouch) is not 
intended and has not been validated for sterilization of devices 
that contain lumens.
The external chemical indicators on the medical paper pouches 
are intended to demonstrate that the device has been exposed to 
the steam or ethylene oxide (EO) sterilization process and to 
distinguish between processed and unprocessed devices. The 
chemical indicators change from green to purple after exposure to 
steam and from yellow to brown after exposure to ethylene oxide.
The paper pouches are intended to allow sterilization of the 
enclosed medical device(s) and also to maintain sterility 
(SAL=10-6).  The subject device is intended and has been 
validated to maintain sterility of the enclosed device(s) for 6 
months after steam sterilization and 2 years after EO sterilization. 
The maximum validated pouch load is 2.64 pounds (1.2kg).
HALYARD* sterilization pouches and reels made with Tyvek® 
material is for hydrogen peroxide gas plasma (H2O2) steriliza-
tion only.

•The recommended hydrogen peroxide gas plasma (H2O2) 
sterilization cycle is STERRAD® 100S Short Cycle.

The hydrogen peroxide gas plasma device (pouch) has been 
validated for devices that contain a lumen.
The hydrogen peroxide gas plasma device has been validated for 
devices that contain a lumen; the 100S has been validated for 
medical devices with a single stainless-steel lumen with an inside 
diameter of ≥1mm and length of ≤125mm as well as lumens with 
an inside diameter ≥2mm and a length of ≤250mm only. The 
external chemical indicators on the Tyvek® material pouches are 
intended to demonstrate that the device has been exposed to the 
hydrogen peroxide sterilization process and to distinguish 

Packaging
The pouch should only be filled ¾ of the packing volume to allow 
proper air evacuation and sterilant penetration.  Carefully press 
the excess air out of the pouch and ensure there is at least one (1) 
inch (25.4 mm) of area available around all four (4) sides of the 
enclosed items (Figure 1).

Sealing
Self-seal sterilization pouch
After removing the protective strip, seal the pouch by folding the 
adhesive strip (at the dotted line) onto the pouch (Figure 2).  
Confirm seal is complete with no open areas.  Apply pressure from 
the center of the adhesive, towards the edge.  Repeat this motion 
an additional time for extra security.
Heat-seal sterilization pouch
Please use a suitable sealing device to seal the pouch/reel.  Make 
sure the sealing width is between 0.75 to 1.125 in (20-30mm).  Do 
not use if there’s wrinkle(s) within the seal area.
For double pouch, place the first sealed pouch into a second 
larger pouch so the inner pouch fits without folding and the plastic 
film surfaces of each pouch are in contact to allow viewing. The 
inner pouch must also be sealed. The paper side of both pouches 
should face the same way. Instruments within the pouch should be 
oriented according to the health care facility’s policies and 
procedures.

Recommended Sealing Parameters
Seal the pouch with the heat-seal machine according to the 
appropriate sealing parameters listed in the charts below.  
Optimizing the heat-sealing process and consistently producing 
packages with the appropriate seal strength is of critical 
importance because it can have a direct impact on product 
efficacy and patient safety.

Figure 1: 25.4 mm (one (1) inch) of area

Care must be taken during packaging to avoid tearing or damage to the pouch.

Figure 2: Self-seal

Paper Pouch

Tyvek® Pouch
Sealing Temperature Pressure Sealing Time

125 – 145°C (257 – 293°F) 0.45 – 0.65 KPa 0.8 – 1.5s

All parameters should be validated before testing.

Sealing Temperature Pressure Sealing Time

165 – 195°C (329 - 383°F) 0.45 – 0.65 KPa 0.8 – 1.5s

All parameters should be validated before testing.

between processed and unprocessed devices.  The chemical 
indicators change from blue to pink for hydrogen peroxide gas 
plasma (H2O2) sterilization.
The sterilization pouches made with Tyvek® material are intended 
to allow sterilization of the enclosed medical device(s) and also to 
maintain sterility (SAL=10-6).  The subject device is intended and 
has been validated to maintain sterility of the enclosed device(s) 
for 2 years after hydrogen peroxide gas plasma (H2O2) steriliza-
tion.  
The maximum validated pouch load is 2.64 pounds (1.2kg).
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Loading the Sterilizer
If using several pouches at once, when placing pouches in the 
sterilizer ensure plastic side of sterilization pouch always faces 
paper side of adjacent pouch to allow proper air evacuation and 
sterilant penetration.  If possible, use a pouch rack to eliminate 
stacking of the sterilization pouches.  Confirm that pouches are 
dry upon removal.

Opening
Inspect package for damage, moisture, or any sign of potential 
contamination prior to opening and again after opening but before 
use of contents.
Caution: Do not use contents if damage, moisture, or any sign of 
potential contamination conditions are present, as sterility could 
be compromised.  Reprocess the contents using an unprocessed 
wrap if any of these conditions are noted.
Open packages aseptically in accordance with the health care 
facility’s policy.
Care must be taken when opening packages to avoid tearing. To 
open, pull apart the end seals at the indicated thumb notch and 
then grasp the film with one hand and the back of the pouch with 
the other hand. Carefully open the pouch by gently peeling down 
until the item(s) can be aseptically retrieved.

Storage
It is recommended to store the devices at a room temperature not 
to exceed 24° C (75° F) with humidity 20-60% (AORN)/(AAMI 
max 60%).  ASHE recommends temperatures in the sterile 
storage area of between 22° C to 26° C (72° F to 78° F) and that 
humidity not exceed 60%.

Paper Pouch
If stored according to the recommended conditions, the paper 
pouches and rolls have a maximum shelf life of 5 years from the 
date of manufacture before sterilization. The health care facility 
should establish policies and procedures for determining shelf 
life.  The shelf life of facility sterilized items is event-related and 
should be based on the quality of the packaging material, storage 
conditions, the methods and conditions of transport, and the 
amount and conditions of handling.  Inventory should be rotated 
on a “first in, first out” basis1.

Sterility Maintenance
Paper Pouch
Real-time aging testing supports that the sterility of the enclosed 
medical device(s) is maintained for 6 months after steam steriliza-
tion and 24 months after ethylene oxide (EO) sterilization, if the 
package integrity is maintained.  
After sterilization, drying and appropriate cooling instruments 
may be used immediately or stored in a cool, dry and ventilated 
environment.

Tyvek® Pouch
Real-time aging testing supports that the sterility of the enclosed 
medical device(s) is maintained for 2 years after hydrogen 
peroxide gas plasma (H2O2) sterilization. 
After sterilization, instruments may be used immediately or stored 
in a cool, dry and ventilated environment.

Tyvek® Pouch
The sterilization pouches and rolls made with Tyvek® material  
have a maximum shelf life of 2 years from the date of manufacture 
before sterilization.  The health care facility should establish 
policies and procedures for determining shelf life.  The shelf life of 
facility sterilized items is event-related and should be based on 
the quality of the packaging material, storage conditions, the 
methods and conditions of transport, and the amount and 
conditions of handling.  Inventory should be rotated on a “first in, 
first out” basis1.

It is recommended to use a water-based marker or pen or a 
regular ballpoint pen to mark on the pouches directly or write on 
an adhesive label and apply on the sterilization pouch.  Ensure 
that ink from pen is not permeable.
The sterilization instructions from the manufacturer of the device 
to be sterilized must be consulted as some devices may require 
special packing configurations or other sterilization consider-
ations.

Sterilization Instructions

Ethylene Oxide (EO) Sterilization Cycle for paper pouches

Hydrogen Peroxide Gas Plasma (H2O2) Sterilization Cycle for Tyvek® pouches

After hydrogen peroxide gas plasma sterilization, the color of external indicator will 
change from blue to pink.

After steam sterilization, the color of external indicator will change from green to purple.

After ethylene oxide (EO) sterilization, the color of external indicator will change from 
yellow to brown.

Sterilizer Temperature Setting Exposure Time Drying Time* 

Gravity 121° C (250° F) 30 minutes 25 minutes 

Pre-Vacuum 
132° C (270° F) 4 minutes 20 minutes 
134° C (273° F) 3 minutes 20 minutes 
135° C (275° F) 3 minutes 16 minutes 

Process Concentration 
Exposure Time

at 55° C (130° F)
at 55° C (130° F)

Relative Humidity 
Aeration Time

at 60° C (140° F)
 

at 60° C (140° F)
Ethylene Oxide (EO)  735 mg/L 1 hour (60 minutes) 50% to 80% 8 hours 

Advanced Sterilization Products (ASP) STERRAD® 100S System 

Sterilization H2O2 Concentration Total Cycle Time 

(Transfer + Diffusion + H2O2)Hydrogen Peroxide (H2O2) 59% 54 minutes 

1) ANSI/AAMI ST79:2017, Comprehensive guide to steam sterilization and 
sterility assurance in health care facilities, (AANSI/AAMI ST79:2017.11.1.3) 
(see document for rational)
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Steam Sterilization Cycle for paper pouches
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