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FMD Sample Submission and Transportation Protocol

	Protocol Title
	Protocol FMD Sample Submission and Transportation from Iran, Iraq and Pakistan to Sap Institute

	Background
	West Eurasia Road Map for Control of FMD has been established in 2008 in order to progressive control of the disease and eventually eradicate the disease in the region using Progressive Control Pathway (PCP). One of the crucial visions of the roadmap, to establish an effective early warning mechanism by using different surveillance tool and sharing information.

Along the history of the road map, enormous progress has been achieved through support by EuFMD and guidelines with PCP. In this context, some activities on the early detection of the upcoming risk have been implemented by sharing information and testing FMD samples including molecular analysis and vaccine matching by international reference centres.

  Within the EuFMD workplan 2019-2021, a specific program has been designed for countries of North Africa, Middle East and South East European neighbourhood aimed at improving capacities on risk mapping, enhancing early warning systems, assisting progression along Progressive Control Pathway (PCP) for FMD control, and supporting regional epidemiological and laboratory networks. The programme is addressed to EuFMD members not FMD free (e.g. Turkey), countries having borders with EuFMD members (e.g. Iran) and countries significant for epidemic spread of FMD and similar TADs for the European neighbourhood (e.g. Pakistan). The workplan maintains the focus upon FMD risk reduction but extends the scope of the activities to similar TADs which pose an immediate threat to the EuFMD Members and neighbouring regions. 

Furthermore, under the framework of GF-TADs, on the 25th May 2016 the representatives of the veterinary services of Armenia, Azerbaijan, Georgia Iran, Turkey and the Russian Federation agreed on a common vision for the intensified collaboration in the prevention and control of FMD and other epizootic transboundary animal diseases in the Transcaucasus and neighbouring territories. During the 4th meeting on regional cooperation held in Paris in May 2019, the countries agreed to include the participation of the Veterinary Services of Iraq into the collaborative actions as defined in the Statement of Intention and defined a series of priorities and an action plan for the year 2019-2020. EuFMD is assisting the implementation of actions agreed under the Statement of Intentions (SOI) aimed at improving the confidence in effectiveness of control programmes and at reducing the risk of epidemics in the region.
The EuFMD in coordination and consultation with the relevant regional and local FAO offices has been organized an online meeting between Turkey, Iran and Pakistan, which with the aim to facilitate the development of improved collaboration between Turkey, Iran and Pakistan for the prevention and control of FMD and similar TADs. As a brief, countries agreed that
· To exchange information on epidemiological situation and level of implementation of control programmes for FAST (FMD and Similar TADs) in the participating countries;
· To discussion the possible collaboration and mutual support between countries in areas such surveillance, early warning, safe trade, training and diagnosis;
· In this regards, starting Iran then following Iraq and Pakistan, to send FMD samples to Sap Institute for testing by serotyping, nucleotide sequencing ang vaccine matching in routine base
· To define a mechanism to facilitate the regular sharing of risk information from bordering areas related to the occurrence of outbreaks, animal movements, vaccination programme, surveillance results, control measures implementation;
· To identify priority actions in the region according to the EuFMD workplan 2019-2021 and particularly related to risk mapping, risk based surveillance, vaccine and vaccination effectiveness, control strategies and capacity building;
In this concept note describes the protocol how the sample, which it will be sent to Sap Institute, will be transported, tested and reported of the results of the samples.

	Benefits to collaborative partners
	1. Built up diagnosis capacities in the collaborated countries,
2. Enhance opportunity of sharing information in favour of detection of the risk,
3. Creating an early warning mechanism by diagnosis the sample in real time concept
4. Obtain valuable information and data for identifying of suitable vaccine to use in the region
5. Launched system will be maintained developing and improving of the national control strategy in favour of eradication of the disease
6. Reduce the risk to Europe from Neighbourhood of West Eurasia 

	Aims
	1. Develop a protocol describing following points:
a. Description of FMD samples to be submitted
b. Procedures for Sample preparation and packaging
c. Procedures for transportation of the sample
d. Definition of diagnostic methods to be performed for submitted samples
e. Manner and timeline of the reporting

	Description of FMD samples to be submitted

	1. Epithelium or vesicular fluid can be sent. But since the transportation condition, epithelium is preferred only.
2. Method of sampling: Epithelial samples and vesicular fluid: Ideally, at least 1 g of epithelial tissue should be collected from an unruptured or recently ruptured vesicle, usually from the tongue, buccal mucosa or feet. Epithelial samples and vesicular fluid should be placed in a transport medium composed of equal amounts of glycerol and 0.04 M phosphate buffer, pH 7.2–7.6, preferably with added antibiotics. If 0.04 M phosphate buffer is not available, tissue culture medium or phosphate buffered saline (PBS) can be used instead, but it is important that the final pH of the glycerol/buffer mixture be in the range pH 7.2–7.6. FMD virus is extremely labile in low pH and buffering of the transport media is critical for successful sample collection.  
3. The sample should be put into a previously labelled 10ml volume cryo-tube with screwed lid by transport

	Procedures for Sample preparation and packaging

	Special precautions are required when sending perishable suspect FMD material both within and between countries. The international regulations for the transport of infectious materials by any mode of transport are based upon the Recommendations of the United Nations Committee of Experts on the Transport of Dangerous Goods (UN). The Universal Postal Union (UPU) reflects these recommendations in its regulations, particularly for packaging. The International Civil Aviation Organization (ICAO) and the International Air Transport Association (IATA) have also incorporated the UN Recommendations in their respective regulations, as have other international transport organizations. The World Health Organization serves in an advisory capacity to these bodies( "Guidelines for the safe transport of infectious substances and diagnostic specimens," WHO/ EMC/97.3 (1997), World Health Organization, http:// www.who.int/csr/emc97_3.pdf).Airline companies carrying pathological material and biological products may also have special requirements and these should be consulted prior to shipment. Packaging Requirements:  Specimens for diagnosis must be packaged according to PI650 requirement for UN3373 category B classification unless exempt due to a minimal likelihood that pathogens are present (e.g. samples for serology)  
1. Samples should be packed in a Triple Packaged System
Samples should be placed in a watertight primary container with a leak proof screw cap with rubber washer. The primary container should be individually wrapped in absorbent material and then placed in a watertight unbreakable and leak proof secondary container. This may be surrounded by sealed freezer packs or dry ice and must be enclosed in a strong outer packaging which should allow the release of carbon dioxide if card ice is enclosed. It is essential that packaging ensures that the contents of containers, which break or leak in transit, cannot contaminate the outside layer of the parcel.  
2.  Sufficient information for the identification of the material should be written on a piece of waterproof adhesive tape attached to the Primary container. The outside of the container containing the sample should be disinfected by immersion in 4% Sodium 
bicarbonate or 0.2% citric acid, dried off.
3.Specimen data forms, letters and other types of information that identify or describe the specimen and also identify the shipper and receiver should be taped to the outside of the secondary receptacle. 
Labelling: The outer packaging of the parcel must be clearly labelled with the following information as shown in the diagram below  
 

	Procedures for transportation of the sample
	1. To better organization, each country will be identified a focal point from HQ and laboratory. They will be responsible communication, lease transportation, prepare documentation and reporting the results also.
2. Samples will be transported by territorial way to avoid heavy and expensive condition of air transportation from Iran To Turkey and Iraq. But only Air transportation will be used for sample from Pakistan.
3. Sender and consigner will be responsible to prepare required documents
4. Iran and Iraq will be delivered samples to available Border Inspection Point (BIP) between Iran to Turkey and Iraq to Turkey (Between Iran and Turkey: Kapıköy (Turkish)/Razi (Iranian); Between Iraq and Turkey: Habur (Turkish)/Zaho-Ibrahim Halil (Iraqi)
5. Turkish veterinary service authorizes Vet service division at the BIP to accept the sample.
6. Turkish Veterinary Service also provides any logistic arrangement during transportation
7. When the sample will be accepted by Turkish Veterinary Service at the BIP, authorized local courier company will transport the sample from the BIP to Ankara, Sap Institute
8. When it will be needed air transportation, the procedures to be used as follow:
a. Considering all condition and requirement of IATT rules and UN standards outlined above, package will be prepared, and parcel will be sent by World Courier Company or authorized company by World Courier.
b. The outer packaging of the parcel must be clearly labelled with the following information as shown in the diagram below  
· Import license number of the laboratory, if any (a copy of which should also be attached within an envelope to the outside of the package) 
· The name and address of the Institute and in the case of parcels sent by airfreight the instruction that the package is “Airfreight package for the attention of Directorate on FMD, Sap Institute, Ankara, Turkey
· The name and telephone number of the person responsible for sending the parcel. 
· Infectious Substance Hazard Label stating that the package contains a “Biological Substance, Category B” Animal Diagnostic Specimen of no Commercial Value (Hazard for Animal Health, not for people). 
· Flight Number  
·  Air Waybill Number  
·  Dry Ice Label (if necessary).  
·  Label as “KEEP AT 4°C unless otherwise instructed” 


	Definition of diagnostic methods to be performed for submitted samples

	Epithelium samples are tested by following diagnostic methods:
1. All samples: Serotyping by Real Time Multiplex rt PCR or Conventional Multiplex rt PCR or Ag Detection ELISA accompanied with virus isolation
2. All samples (obtained PCR product): Molecular analysis by nucleotide sequencing
3. Some representative samples at least one per serotype: Vaccine matching by VNT


	Manner and timeline of testing and the reporting
	Test timeline and Report will be issued as described below:
1. Serotyping test will be finalized within the two days, when the date the sample will be arrived the institute.
2. Molecular analysis will be performed within the 10 days afterward the day of serotyping finished. So 12 days when the date the sample will be arrived the institute.
3. The report for the results of serotyping and molecular analysis will be send immediately those two tests finalized.
4. Since vaccine matching test will be taken the time, the results will be available when the test finalized. The report will be issued separately per serotype bur immediately, when the test will be finished

	Budget to be needed
	Turkish Veterinary Service will be covered all cost for performances of testing. However, it is needed to provide a budget to cover all expenses for transportations 



