
911 Tactical Medicine is the Industry Leader in Transportable Blood Storage Solutions. 
Our medical blood refrigerator is designed for the critical demands of blood storage and 
transport. The Autonomous Portable Refrigeration Unit (APRU) is compliant with blood 
bank requirements and supports prehospital emergency providers, hospitals, and blood 
centers that adhere to these requirements. The documentation contained herein 
provides the necessary regulatory information and certifications to support the 
implementation of any whole blood program. 
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Best Practices Guidelines
Selecting a Blood Bank Compliant Refrigerator for Reliable Blood Storage 
and Transport that meet AABB Standards

The APRU checks off ALL the boxes aligning with AABB Standards for Blood Banks and Transfusion Services

Storage devices shall have the capacity and design to ensure that the proper temperature is maintained. (AABB 
Standard 3.6.1)

Storage temperatures of refrigerators, freezers, and platelet incubators shall be monitored. (AABB Standard 3.6.2)

Whole blood and red blood cell components should be stored from 1ºC to 6ºC. (AABB Reference Standard 5.1.8a)

For storage of blood or blood components, the temperature shall be monitored continuously and recorded at least 
every 4 hours. (AABB Standard 5.1.8.1.3)

Containers (e.g., portable coolers) shall be qualified to transport blood, blood components, tissues, and derivatives 
to ensure that they maintain temperatures within the acceptable range for the expected duration of transport or 
shipping. (AABB Standard 5.1.8.2.1)
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APRU6L
• Complies with Blood Bank Requirements

• Meets AABB Standards for Blood Banks and Transfusion Services

• Adopted and Implemented into EMS agencies’ Whole Blood Programs

• Partnership of a Prehospital Blood Program with Over 200 Units of Blood Administered
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• Regulatory Compliance Certification
• FDA Listed Facility and Device
• GUDID Registered
• ISO 13485 Certification
• FCC & ICES Declaration of Conformity
• MET Safety Certification
• FAA Helicopter Air Ambulance (HAA)

Qualified
• Manufacturer Internal Validation
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(270) 871-2953
www.911tacmed.com



Certificate of 
Regulatory 
Compliance
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FDA Listed Medical Device

The APRU is a listed medical 
device with the U.S. Food &
Drug Administration and is 
safety tested by a Nationally 
Recognized Testing 
Laboratory.
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FDA Registered Facility

Only FDA registered facilities 
are legally allowed to 
manufacture 
blood refrigerators.
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FDA –
CERTIFICATE 
TO FOREIGN 
GOVERNMENT

The APRU is certified to be 
marketed in, and legally exported 
from, the United States of 
America.



APRU GUDID Listing
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ISO 13485
CERTIFICATION 

Delta Development Team Inc. has 
been registered by Intertek, an 
MDSAP recognized auditing 
organization, as conforming to the 
requirements of ISO 13485:2016.
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FCC & ICES 
DECLARATION OF 
CONFORMITY

The APRU 6L meets USA CFR 
Title 21 Part 15B and Canada  
ICES 003 for wireless 4.2 GHz 
module operation. 
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MET SAFETY 
CERTIFICATION

The APRU complies with the 
requirements of the Standard(s) 
for Electrical Equipment for 
Measurement, Control & 
Laboratory Use; Part 1 General 
Requirements (UL-61010-1) and 
are identified with the ETL 
Listed Mark.



FAA HELICOPTER 
AIR AMBULANCE 
(HAA)QUALIFIED

The APRU-6L meets Helicopter 
Air Ambulance (HAA) 
Equipment Requirements.
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Manufacturer Internal Validation

The APRU6L is designed, tested, certified and listed to meet international requirements as a Blood Storage 
Refrigerator. For this reason, the validated temperature regulating and recording performance requirements are 
an amalgam of the international standards. For example, the USA and Canada allow blood storage to as low as 
1 °C, but the EU and UK allow only 2 °C. The APRU’s validated storage temperature is therefore 2 to 6 °C.

The APRU6L Blood Storage Refrigerator has had Uniformity and Temperature Record verified by testing 
according to the methods of ANSI 456-2021a clause 7.2.2. The conformity of these verification tests validates 
the claim of safe blood storage in the wide range of rated ambient conditions. Furthermore, it validates the 
safety of blood storage to comply with CFR 21 Part 606 and collaterally with other international blood storage 
device regulations.
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HOSPITAL 

BLOOD BANK 
EMS 

AGENCY 
AMBULANCE 

HELICOPTER 

1-60C 

MEDIICAL 
EMERGENCY 

MAINTAINED AND RECORDED WHILE 
STORED IN THE DELTA ICE 2L OR APRU 6L 

EMERGENCY 
DEPT. 



Please contact our team of experts with any questions or 
additional information you may require to assist with your 

prehospital blood program needs.
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Thank you!
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