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3. INTRODUCTION 

This document contains the Instructions for Use (IFU) and technical description of the ZIPThawϰ202 system based on 
system requirements that have been derived from several sources, including customer voice, marketing requirements 
and previous system generations. 
 
These instructions are intended for use by medical professionals in hospitals. 
 
 

3.1 INDICATIONS FOR USE 

¢ƘŜ Ca{ ½ƛǇ¢Ƙŀǿϰ нлн ƛǎ ŀ ǘƘŀǿƛƴƎ ŘŜǾƛŎŜ ƛƴǘŜƴŘŜŘ ŦƻǊ ǘƘŜ ŦƻƭƭƻǿƛƴƎ ŀǇǇƭƛŎŀǘƛƻƴǎΥ 

¶ thawing of Fresh Frozen Plasma (FFP) 

¶ thawing of Plasma Frozen within 24 Hours after Phlebotomy (PF24) 
 

 WARNING 
The device cannot be used to warm previously thawed Cryoprecipitate AHF, Platelets and Granulocytes. 
This device is not intended for the thawing of, but not limited to, Red Blood Cells, Hematopietic Progenitor Cells or 
Umbilical Cord Blood. 

 

3.2 IMPORTANT 

These instructions use the following pictograms, symbols and words to highlight warnings and special advice: 
 

 WARNING 
A warning alerts the user to the possibility of a danger to persons associated 
with misuse of the device 

 CAUTION 
A caution alerts the user to the possibility of a problem with the device which 
could pose danger to property, the device or basic device functions 

 
These instructions are intended for use by medical professionals. 
 
You must follow the instructions and safety information contained in this user manual at all times when using the device. 
This will prevent risks to patients and users as well as prevent damage to equipment. 
 
FreMon Scientific can accept no liability for damage caused as result of failure to follow these instructions. 
 

 WARNING 
These instructions for use must be retained throughout the life of the product and handed to any subsequent user.  

 

 WARNING 

Medical Electrical devices are subject to safety measures regarding electromagnetic compatibility (EMC). The device must 
be installed and operated in accordance with the EMC advice contained in these instructions. 
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3.3 TERMS & ABREVIATIONS 

 
Temp Temperature DC Direct current 
CRT Control Rate Thawing W Watt 
GUI Graphical User Interface V Volt 
EIS Electronic Information Systems Amp Ampere  
Min. Minute(s) HMI Human Machine Interface 
FEC Front End Controller Chamber The well where the plasma bag is 

being processed 
AC Alternating Current SOM System on a Module computer  
CMC Chamber Module Controller TCM Thawing Chamber Module 
SMP System Management Processor BIT Built-in-Test: a diagnostics program 

that checks system functions. 
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4. DEVICE DESCRIPTION 

The ZipThawTM 202 platform has a modular architecture that allows configuration flexibility.  
 

4.1 ZIPTHAWTM SYSTEM MODULES 

The ZipThawTM is built with universal-basic modules: 
 

4.2 THAWING CHAMBER MODULE (TCM) 

This is a universal module that utilizes a closed warming chamber, agitation mechanism and temperature monitoring. It 
mechanically and wirelessly connects to ZipSleeveTM . 

The TCM contains two heating cushions, each filled with 300ml water-based gel, that are sealed. Each cushion is affixed 
to heating element and being controlled by a temp sensor and Chamber Module Controller (CMC). In addition, each 
heating element has its own heating sensor for overheating protection.  

Overall overheating protection is accomplished by utilizing an independent temperature sensor that shuts down power in 
case of cushion overheating. 
 

4.3 SYSTEM MANAGEMENT PROCESSOR (SMP) 

System Management Processor unit (SMP) that can control up to 4 CMCs.  The SMP is a high-level CPUs that controls and 
monitors system function, drives a touch-screen GUI module, and external memory media. 
 

4.4 CHAMBER MODULE CONTROLLER (CMC) 

Chamber Module Controller: a universal chamber control module. It controls one Chamber unit (i.e. sensors, agitation, 
limit switches and heating) and communicates with the SMP for data/status synchronization. 
 

4.5 ZIPSLEEVETM 

A basic overwrap sleeve that has embedded wireless temperature sensor that measures the thawed Bag substance 
temperature and will signal the CMC ǘƻ ǎǘƻǇ ƘŜŀǘƛƴƎ ƻƴŎŜ ǘƘŜ ǎŜƴǎƻǊ ǘŜƳǇŜǊŀǘǳǊŜ ǊŜŀŘƛƴƎ ǊŜŀŎƘŜǎ ǘƘŜ ά¢ŀǊƎŜǘ 
¢ŜƳǇŜǊŀǘǳǊŜέ of 33 °C (91.4 °F). 
 

4.6 POWER SUPPLY 

Universal, medical grade AC/DC power supply that fits international power system and supplies the necessary power to 
drive up 2 pockets modules. 
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4.7 ZIPTHAW 202TM FRONT VIEW 

 

 
  

FIGURE 1.    ZIPTHAWTM 202 FRONT VIEW 

 
 

4.8 ZIPTHAW 202TM REAR VIEW 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

FIGURE 2.:   ZIPTHAWTM 202 REAR VIEW 
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4.9 ZIPSLEEVETM : 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

FIGURE 3.:   ZIPSLEEVETM VIEW 

 
 

4.10 HOW DOES IT WORK? 

The plasma frozen bag is placed inside a ZipSleeveTM, a smart overwrap bag and inserted into the Thawing Chamber 
Module (TCM).  
 
During the thawing process, the plasma bag is thawed by the CƘŀƳōŜǊΩǎ heating cushions.  
The heating cushions temperature are controlled by the system to maintain a heating temperature of 37 °C (98.6 °F).  
 
The plasma frozen bag temperature is monitored by the ZipSleeveTM temperature sensor and will signal the system to stop 
heating once the sensor temperature reading reaches ǘƘŜ ά¢ŀǊƎŜǘ ¢ŜƳǇŜǊŀǘǳǊŜέ of 33 °C (91.4 °F) while the  ZipThawTM 
system controls the agitation mechanism to ensure homogeneous mixing and heat distribution. 

4.11 DEFAULT TEMPERATURE SETTING 

The final, ά¢ŀǊƎŜǘ ¢ŜƳǇŜǊŀǘǳǊŜέ  for thawed plasma is fixed at 33 °C (91.4 °F) as a factory setting. The ZipSleeveTM sensor 
monitors the temperature of the frozen plasma bag and will signal the system to stop heating once the sensor reaches 
33 °C (91.4 °F).  
 
Note: 
The user cannot modify the ά¢ŀǊƎŜǘ ¢ŜƳǇŜǊŀǘǳǊŜέΦ  
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4.12 LABELING AND SYMBOLS 

4.12.1 REAR PANEL 

 
 
FIGURE 4.:   ZIPTHAWTM 202 LABEL 

4.12.2 SYMBOLS USED IN THIS USER MANUAL: 

No. Symbol Description 

1 

 

CE MARK 

2 

 

ATTENTION, CONSULT ACCOMPANYING 
DOCUMENTS. 

3 

 

WASTE OF ELECTRICAL AND ELECTRONIC 
EQUIPMENT (WEEE) COMPLIANCE SYMBOL 

4 

 
MANUFACTURER 

5 

 

AUTHORIZED REPRESENTATIVE IN THE EUROPEAN 
UNION 

6 

 

FUSE 

7 

 

PI LOT NUMBER 

8 

 

CATALOG NUMBER 

9 

 

FEDERAL LAW RESTRICTS THIS DEVICE TO 
SALE BY OR ON THE ORDER OF A LICENSED 
PROFESSIONAL 

LOT

CAT
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No. Symbol Description 

10 

 

HIGH TEMPERATURE WARNING 

 

4.13 COMPLIANCE WITH FCC, 47 C.F.R. PART 18 

 
 
 

 

 

 

 

 

 

 

 
FIGURE 5.:   COMPLIANCE WITH 47 C.F.R. PART 18 

 

5. CONTRAINDICATIONS 

Other than those substances described in the Intended Purpose (see Section 3.1), the ZipThawTM is not intended to thaw, 

heat or keep warm any blood product or other substance, including but not limited to red blood cells, hematopoietic 

progenitor cells, umbilical cord blood, previously thawed Cryoprecipitate AHF, Platelets, and Granulocytes. 

There are no known contraindications for thawing or heating blood products. 

6. SAFETY ADVICE 

 WARNING 

Read the instructions contained in this user manual and any other user documentation before using the device. 

This device is class I electrical equipment.  

Only use the device according to the instructions in this user manual. 

Do not exceed heating temperature and time limit when heating blood and blood products. 

If the device has a fault, do not use it and contact FreMon Scientific. 

Electrical installations must comply with the applicable regulations and standards. 

Only use the power cord supplied by FreMon Scientific to connect to the main power source. 

To ensure complete isolation of the device from the power main source, the ŎƻǊŘΩǎ mains plug must be removed from 
the power mains socket. 
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Do not attempt to repair the device by yourself.  Repairs and modifications may only be carried out by Fremon Scientific 
or authorized personnel. 

The influence of strong magnetic fields can cause malfunctions in the ZIPThawTM. If electromagnetic interference 
occurs, increase the distance between the ZIPThawTM and the device causing the interference.  The ZIPThawTM works 
within the limit values set in the EN 60601-1-2 standard, and can be influenced outside these limit values. 

Portable and mobile HF communication equipment can affect the device.  

Do not use the device near: 

Flammable materials 

Flammable mixtures of anesthetic substances with air, oxygen or nitrous oxide whose flashpoint is below 50 °C (122 
°F).  
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7. OPERATION  

7.1 DEVICE PLACEMENT AND POWER CONNECTION. 

1. Ensure there is enough space for the ZipThawTM 202 to be placed on the bench. 
2. [ŜŀǾŜ ŀǘ ƭŜŀǎǘ млŎƳ όпέύ between the rear side of the ZipThawTM 202 and a wall to allow easy access to power ON/OFF 

main switch located as part of the IEC socket. 
3. [ŜŀǾŜ ŎƭŜŀǊ ŀǘ ƭŜŀǎǘ плŎƳ όмрΦтέύ ŦǊƻƳ ŜŀŎƘ ǎƛŘŜ ǘƻ ŀƭƭƻǿ ƭƻŀŘƛƴƎ ŀƴŘ ǳƴƭƻŀŘƛƴƎ ƻŦ ōŀƎǎ ƛƴǘƻκŦǊƻƳ ǘƘŜ ŎƘŀƳōŜǊǎΦ 
4. Connect the power cable to the ZipThawTM 202 IEC socket, located at the back and plug the cord into a power outlet. 
5. Always use the power cord supplied by FreMon Scientific to connect to the main power source. 

 

7.2 DOORS STATUS 

During the system-operations if any Chamber door is opened or unproperly locked, the following error  message will be 
displayed: 
 

  
 
FIGURE 6.  DOOR OPEN ERROR POP-UP SCREEN 

 
Close Chamber Door and tǊŜǎǎ άhYέ ǿƛƭƭ ŎƭŜŀǊ ǘƘŜ ƳŜǎǎŀƎŜ 

7.3 POWER UP 

Flip the power switch at the back of the device to "ON" position to provide power to the system. 
(see Figure 2). 
The system goes through self-diagnostics and setup cycles (pre-heating) that may take up to 3 minutes. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Running BIT...
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FIGURE 7.   ZIPTHAWTM 202 POWER-UP SCREEN 

 

7.3.1 POWER UP FAILURE 

If the self-diagnostics and setup cycles fail, an error beep will sound for 1 second, and the touch screen will display a 
system error message.  
Switch off the device and contact FMS service! 
 

  
FIGURE 8.   SYSTEM ERROR POP-UP SCREEN 

 

7.3.2 BIT FAILURE 

 
During the self-diagnostic tests, the system will determine whether both Chambers are functioning or one or both of the 
Chambers has a fault and must be disabled. The system will disable the faulty Chamber(s) but will allow the device to 
fully function if one Chamber is functioning. 
 
The following error message will appear: 

 
 
 
 
 
 
 
 
 

FIGURE 9.:   CHAMBER ERROR POP-UP SCREEN 

 
Pressing άOKέ will make the error message disappear and the following screen will be displayed where the faulty 
Chamber will be disabled and will have a grayed-out graphic appearance. 
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FIGURE 10.:   HOME SCREEN WITH CHAMBER ERROR 

 
 

7.3.3 SYSTEM RESET RECOVERY 

 
Lƴ ŎŀǎŜ ǘƘŀǘ ǘƘŜ ǎȅǎǘŜƳ ŘŜŦŀǳƭǘǎ ǘƻ ŀƴ ǳƴŜȄǇŜŎǘŜŘ άwŜǎŜǘέ ƳƻŘŜΣ upon successful BIT , the home screen will appear and 
the  system will recover in to  pre-thawing state see 7.3.2.  
 
 
Note: 
It is the userΩǎ descresion to start a new thawing cycle, using these bags or discarding them. 
 
To continue a new thawing cycle proceed to 7.3.2. 
 

7.3.4 SUCCESSFUL POWER UP 

Upon successful pre-heating cycle, the home screen will appear,. ¢ƘŜ ǎŎǊŜŜƴ ǿƛƭƭ ǇǊƻƳǇǘΥ άSelect Chamberέ ŀǎ ǎƘƻǿƴ 
below. 
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FIGURE 11.   HOME SCREEN 

 

7.4 MAIN SCREEN DESCRIPTION   

      

FIGURE 12.   HOME SCREEN 

 
 

1
 

FreMon logo+ site name 

2
 

Settings. 

3
 

Data Export. 

4
 

Date & Time. 

5
 

Work Area A+B  - the user main area 
interaction. 

6
 

Main Action Buttons. 

7
 

Instructions for active Chamber. 

8
 

Number of ZipSleeveTM uses indicator. 
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7.5 SETTINGS 

tǊŜǎǎƛƴƎ ǘƘŜ άSettingsέ button will open the settings screen. This screen is for the device administrator and technical 
support use only.  
 
Entering the settings screen requires an administrator password.  
The administrator will have a default password (45253, factory default) that can be changed in the setting screen. 
 

 

 
 
FIGURE 13.   LOGIN TO THE SETTINGS SCREEN 

 
Note: 
If the administrator password is forgotten, the password may only be reset by a certified technician. 
 
Upon entering the correct administrator password ŀƴŘ ǇǊŜǎǎƛƴƎ άOKέ, the following setting screen will appear: 
 

 
 
FIGURE 14.  SETTINGS SCREEN 
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7.5.1 KEYS DESCRIPTIONS 

 

 Pressing this key will revert back to the home screen without saving. 

 
Pressing this key will revert back to factory settings. 

 
Pressing this key will save settings and go to the home screen. 

 άENTERέ key. 

 

7.5.2 SELECTING LANGUAGE 

Upon touching the displayed flag button a drop down menu opens with images of additional flags allowing the user to 
choose the language represented by the flag.  

 
 
 
 
 
 
 

Upon touching the chosen flag the drop-down menu will close, the language will change, and the chosen flag will be 
displayed. 
Note: Default Language is English represented by the American flag icon.  

7.5.3 SELECTING TEMPERATURE UNIT 

The administrator can select which temperature unit will be displayed (i.e., Celsius or Fahrenheit) by thouching the 
corresponding radio button.  
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7.5.4 ENTERING SITE NAME 

 
¢ƻ ŜƴǘŜǊ ǘƘŜ ǎƛǘŜΩǎ ƴŀƳŜ ǘƻǳŎƘ ǘƘŜ the ǎŎǊŜŜƴ ŀǘ ǘƘŜ άbŜǿ {ƛǘŜέ ƭƻŎŀǘƛƻƴ ǘƻ ƘƛƎƘƭƛƎƘǘ ƛǘ ŀƴŘ ǳǎŜ ǘƘŜ ƪŜȅōƻŀǊŘ ǘƻ ǘȅǇŜ ǘƘŜ 
ǎƛǘŜΩǎ ƴŀƳŜΦ The typed name will appear at the header upper left, next to the FreMon Scientific logo. 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
Note: This field is limited to 25 characters.  

7.5.5 SETTING THE DATE & TIME 

To set the date, touch the Date field. A dropdown menu will open. Select the desired date format (i.e., DD/MM/YY or 
MM/DD/YY), and then, use the displayed keyboard to type the current date. 
 

 
 

 
To set the time, touch the Time field. The time format is 24:00.  
Use the keyboard to enter the current time.  

 
 
 
 
 
 
 

Note: If the typed information is incorrect, the field will be marked red 
 
  
























































