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Validation Report Overview:    
 
The Colder Steam-Thru® II Connectionôs innovative design allows steam to pass directly 
through the connection, creating a disposable, steam-in-place solution. The patented 
three-port design provides a quick and easy sterile connection without the time 
consuming cleaning processes and validation concerns associated with reusable 
devices. Steam-Thru II Connections enable sterile connections between 
biopharmaceutical process equipment and single-use bag systems or tube assemblies.  
 
This report is intended to document testing that has been performed on Steam-Thru II 
Connections. This information is valid for the following part numbers: 
 
Part Number  Description 
 
STC2020000  Ĳò x Ĳò Sanitary Body with İò Hose Barb Plunger     
STC2020100  Ĳò x Ĳò Sanitary Body with Ȩò Hose Barb Plunger     
STC2020200  Ĳò x 1-İò Sanitary Body with İò Hose Barb Plunger     
STC2020300  Ĳò x 1-İò Sanitary Body with Ȩò Hose Barb Plunger     
STC2020900  Ĳò x Ĳò Sanitary Body with Ĳò Sanitary Plunger     
STC2021000  Ĳò x 1-İò Sanitary Body with Ĳò Sanitary Plunger     
 
If you desire additional information on the Steam-Thru II Connections, please contact 
your Colder Products Company representative. 
 
 
Summary of Testing:   

Bacterial Challenge: Steam-Thru II Connections were subjected to bacterial challenge 
to verify that bacterial contaminants introduced into the steam path of the connector 
could effectively be killed by a steam-in-place cycle of 30 minutes, at 275±2°F (135±1ºC) 
and 25-27 psi (1.72-.86 bar). The challenge organism was Bacillus stearothermophilus 
at a final concentration of viable spores at 1.0x109 per ml. The results of the challenge 
show that all test units were successfully sterilized.    
 
Microbial Ingress Test: Steam-Thru II Connections were subjected to bacterial ingress 
challenge to verify the seal integrity of the Steam-Thru II Connections in both the Steam 
and Flow Positions after gamma irradiation to 50 kilograys. The challenge organism 
selected was Brevundimonas diminuta at a final concentration of 106-107 CFU/mL.  
Results of the challenge show the units tested negative for bacterial ingress of the 
indicator organism after a seven day incubation period at 30-35 ºC. 
 
Steam Leak Tests: To demonstrate the seal integrity of Steam-Thru II Connections 
during steam-in-place cycles, test units were subjected to pressured steam cycles at a 
minimum temperature of 135ºC (275ºF) for 60 minutes. Test units were gamma 
irradiated to 50 kilograys prior to testing in the Steam Position. Results show that all test 
units passed with no signs of leakage around the seals.   
 
Helium Leak Test: Helium Leak Tests were completed on Steam-Thru II Connections 
that were gamma irradiated to 50 kilograys to demonstrate sealing performance at the 
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Flow Position temperature extremes of 4ºC (39ºF) and 40ºC (104ºF). Results show that 
the test units passed leak testing.   
 
Burst Test: To demonstrate that Steam-Thru II Connections maintain an adequate 
margin of safety above the rated operating pressures of 20 psi (1.38 bar) in the Flow 
Position and 35 psi (2.41 bar) in the Steam Position Steam-Thru II Connections were 
pressurized until a failure in the molded plastic components was observed. All measured 
burst pressures observed were above the minimum acceptable level of 90 psi (6.2 bar).     
 
Flow Test: The minimum Cv value for the Steam-Thru® II Connection with İò hose barb 
in the Flow Position is 5.3 and the minimum Cv value in the Steam Position is 5.8.   
 
The minimum Cv value for the Steam-Thru® II Connection with Ȩò hose barb in the Flow 
Position is 3.0 and the minimum Cv value in the Steam Position is 5.8.   
 
These values can be used to calculate anticipated flow rates and pressure drops.    
 
Tensile Test: Steam-Thru II Connections were subjected to tensile loading to determine 
their resistance to breakage. The minimum observed force at failure was 95 pounds 
(43.2 kg). 
 
Creep-Rupture Test: Steam-Thru II Connections were subjected to over three times 
their rated Flow Position pressure specification (tested at 70 psi) for one week to further 
prove their robustness. None of the test samples failed. 
 
Biocompatibility Tests: The polysulfone and platinum cured silicone materials were 
tested to USP Class VI criteria. All biocompatibility testing was done on part after 
being exposed to 50 kGy of gamma radiation. Tests performed include: biological 
reactivity tests In Vivo, physicochemical studies, cytotoxicity studies, and In Vitro 
hemolysis studies.    
 
Cleanliness Testing: Complete Steam-Thru II Connection assemblies were tested for 
cleanliness including particulates, endotoxin, bioburden and total organic compounds 
(TOC) per the relevant USP tests.  All products tested were below the recommended 
limits. 
 
Functional Testing after Accelerated Aging:  Steam-Thru II Connections were 
accelerated aged to the equivalent of 3 years and tested for burst pressure, helium leak 
test, cycle test and connect-force test.  All tested samples passed. 
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