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	DISCLAIMER

Standard Operating Procedures (SOPs) provide a step-by-step guide for staff directly involved in the processing of administrative actions to support and facilitate the implementation of WHO policies and procedures. The SOPs are for guidance only; they are neither authoritative nor binding. The SOPs reflect the policies and procedures of WHO at the time of writing; however, policies and procedures change from time-to-time. In the case of a conflict between the SOPs and the WHO e-Manual provisions, the WHO                 e-Manual provisions take precedence.
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1. INTRODUCTION

1.1. Purpose
The purpose of this Standard Operating Procedure(SOP) is to describe the detailed process on Ultra Cold Chain Devises reception in country and how to install them and set up the required Ultra Cold Chain Infrastructure for supporting an EVD vaccination activity, aiming to minimize the risk of damage during transportation and installation in central store.

1.2. Scope
The information described in this SOP is for study staff involved in the activity of defining both Vaccination Rings following confirmation of an index case of Ebola Virus Disease (EVD), and front-line health workers at risk.

1.3. Principles
Ultra-Cold Chain infrastructure MUST be designed and adapted to each context, and dimensioned based on number of doses, vaccination strategy, locations, distance and transport limitations.

Ultra-Cold Chain devises are sensitive material, and they must be stored and installed in relatively clean and safe premises, with an easy but controlled access.
Responsible personnel should ensure that the installation process is correctly organized in an appropriate dedicated working area.
2. MATERIALS
2.1. Passive Vaccine Carrier Devise (PVCD : Arktec©).

2.2. One Ultra Low-Temperature Freezer (ULTF; horizontal -85 °C), for frizzing PCM Packs.

2.3. One Ultra Low-Temperature Freezer (ULTF; vertical/horizontal -90 to 600 litres-, -80 °C), for conservation of Ebola Vaccines.

2.4. Tow stabilizers (3000Va)

2.5. Electrical plug adaptors (depending on ULTF and stabilizer plugging formats).

2.6. Tools set (cutting pliers, screw drivers, knife, etc.)


3. PROCEDURES

3.1. Pre-assumptions:

3.1.1. An adequate, clean, safe and protected area has been identified in advance together with partners (authorities, UNICEF, etc.), for installing the Active Ultra-Cold Chain Infrastructure.

3.1.2. Staff involved on the setting up the Ultra-Cold Chain Infrastructure and installing UCC devices must be properly trained on the principles and procedures of using the Ultra-Cold Chain devices (UCC).

3.1.3. All involved staff needs to be provided with a clear and detailed TOR, with clear understanding and agreement of task(s) to be performed.

3.1.4. All requested reporting documents (temperature control cards, daily check lists, etc.) must be adapted to the context and agreed prior implemented.

3.1.5. It has been Identified an appropriate area, large enough, for storing shipping crates, boxes received, spare parts and none used items too.

3.1.6. In addition, a dedicated space it has also been arranged for reception/expedition of vaccine (and transfer them from/to the ULTF).

3.2. [bookmark: OLE_LINK4][bookmark: OLE_LINK5]Pre-shipping assessment specific needs:

3.2.1. Establish technical requirements: The Active Ultra Cold Chain (ACC) must have constant power supply, either via main supply power network, either via a series of generators for 24-hour coverage. The ultra-freezer must be protected with an UPS device (3KVA minimum).

3.2.2. There is need of having a ​negative cold chain freezer (LTF; used for production of ice packs). In case of absence of it, it will be necessary to install one too.

3.2.3. The size of articles stored inside of the Freezers shall not be more than 1/3 of the total freezer volume. Therefore, dimensioning of the system must be done accordingly.

3.3. Reception and Unpacking of the Ultra Cold Chain Devises:	

3.3.1. When UCC Devices received, first check all documents (packing list, AWB, etc.). and goods status. Report any damage or missing – if any-, and/or sign the reception documents. Inform the OSL Supply unit accordingly.

3.3.2. When unpacking the UCC Device, save all the shipping crates and packing boxes, for an eventual return shipment when decommissioning, and for keeping spare parts of the PVCD organized, inside their individual shipping boxes.

3.3.3. After reception, and once connected to the stabilizer, the ULTF (Ultra Low-Temperature Freezer) must be left standing for a least 24 hours in the identified installation place, before connecting it to the power supply.

3.4. Installation and setup of the UCC Devices (Active and Passive elements):

3.4.1. Active Ultra-Cold Chain Setup:	

3.4.1.1. Install the Ultra Cold Chain Devises protected from direct sunlight, in a cooler, well-ventilated and protected access place. Assure that deep freezers are level and plumb.

3.4.1.2. When switching ON the Ultra-freezer, ensure it is empty, without any articles inside. Open the backup battery switch behind box body. Leave the Ultra freezer working at least for 24 hours, thus the backup battery can be charged full and can supply the electronic thermostat the power to alarm and work for 18-24 hours when the outside power is cut off.

3.4.1.3. When setting up the ULTF, the temperature may be reduced in two phases: First set the temperature at -60 °C, and let it cool down for 8 hours, after adjusting again the temperature at            -80 °C, and let it go. The performance of ULTF must be monitored during 24h, assuring it operates properly without unusual start or stop. 

3.4.1.4. Configure and setup the temperatures in the ULTF. Go to the control panel and proceed as follows:	

3.4.1.4.1. Select Users.
3.4.1.4.2. Enter the password 0008.
3.4.1.4.3. Select Enter.
3.4.1.4.4. Go to setting temperature.
3.4.1.4.5. Initial temp program setting should be at -60 °C.
3.4.1.4.6. [bookmark: OLE_LINK18][bookmark: OLE_LINK19]Once the ULTF reaches -60 °C, renew this procedure to -80 °C.
3.4.1.5. Monitor ULTF temperature and keep tracking records (twice a day: morning and afternoon); inform supervisor immediately of any unexpected change or technical problem.

3.4.1.6. Check the stabilizer performance, and the voltage variation from the ULTF control panel, to assure there is no risk of power picks.

3.4.2. Passive Ultra-Cold Chain Setup:	

3.4.2.1. Fill the PCM (Phase Changing Material) accumulators with exactly 1 L of PCM liquid, using the measuring cup included, and seal them using “Teflon” and deeply screwing the tap. You will need 8 PCM units for each PVCD (Passive Vaccine Carriers Devices). Use protective gloves when manipulating the PCM as is a corrosive liquid.

3.4.2.2. Place all of them into the LTF (Low-Temperature Freezer; up to -25 °C) for at least 24h, to freeze them properly, before to transfer them to the ULTF (Ultra Low-Temperature Freezer).

3.4.2.3. Empty, clean and label (if necessary) the Passive Vaccine Carriers Devices. Insert batteries inside of the Temperature control monitors (but not activate them before they will be used).

3.4.2.4. Install the required software for PVCD activation in a functional laptop to be ready for activating and configuring them.

3.4.2.5. After 24h, transfer PCM accumulators to the ULFT. Start loading the horizontal deep freezer with 8 PCM accumulators maximum (pre-frozen at -25 °C first). The temperature may rise notably, and temperature alarm may be activated. To avoid this, set the alarm to -50 °C, and let the system to stabilized. After, re-set the alarm to -70 °C and allow temperature to go down. Finally, when stabilized, re-set once more the temp a -86 °C and let the system work (see 3.4.1.4.1).

3.4.2.6. When the first batch of 8 PCM accumulators are frozen at -86 °C, you can start the process again for a second batch of 8 PCM accumulators more, keeping the previous ones inside.

3.4.2.7. The passive Ultra-cold chain will be ready When all PCM accumulators are frozen at -86 °C. They will be moved into the PCVD devices when required.
3.4.2.8. To activate the temperature control monitor, connect the device with the USB cable to the computer with the software. The program will detect the connection and will switch on the device. Follow setup instruction.


4. REFERENCE MATERIALS

4.1. Related SOPs	
· SOP#28_WRE-SHO-OSL- EVD vaccine Reception in the Country.
· SOP#27_WRE-SHO-OSL- Packing EVD Vaccine for transportation to the Field.
· SOP#32_WRE-SHO-OSL- Ultra-Cold Chain Decommissioning.






APPENDIX


I. Glossary

	ACC:
	Active Cold Chain. Infrastructure depending on the power supply, with capacity unlimited cold production meanwhile there is an active power source.

	CC:
	Cold Chain System. Includes both active and passive devices (temperature ranges from -25 °C to 8 °C)

	EVD:
	Ebola Virus Diseases.

	Ice Pack:
	Cold pack, filled with water, used in the Passive Cold Chain as a temporary heat absorber. 

	LTF:
	Low Temperature Freezer. Active negative cold chain device. Provides temperatures from 0 °C to -25 °C.

	PCC:
	Passive Cold Chain. Infrastructure not depending on the power supply, but on passive devices with high capacity of heat absorption. Its capacity is time limited. 

	PCM:
	Phase Changing Material. Refers to the liquid used in the accumulators of the PVCD or ARKTEC© devices.

	PVCD:
	Passive Vaccine Carrier Device. Refers to the ARKTEC© devices.

	TOR:
	Terms of Reference. Detailed list of objectives and tasks for an identified working position.

	UCC:
	Ultra-Cold Chain. Include both active and passive devices (temperature ranges from -50 °C to -85 °C)

	ULTF:
	Ultra-Low Temperature Freezer. Active ultra-cold chain device. Provides temperatures from -50 °C to -85 °C.

	UPS:
	Uninterruptible power supply. Electrical device.

	VC:
	Vaccine carrier. Passive cold chain device. Provides temperatures from 2 °C to 8 °C, using ice packs.









II. Standard Reporting Documents
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