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Forward

The recent resurgence and ongoing emergence of Mpox cases worldwide highlight the urgent need for
standardized procedures in specimen management. This interim guidance aims to offer clear instructions for
the proper collection, handling, and transportation of specimens to laboratories equipped to test for the Mpox
virus. Strict adherence to these protocols is essential to ensure biosafety, preserve specimen integrity and
quality, and obtain accurate diagnostic results. As Mpox remains a significant public health concern, following
these guidelines is crucial in reducing biosafety risks and enabling prompt, reliable diagnosis.

In response to the recent Mpox outbreaks, this interim guidance has been developed to assist healthcare
providers and laboratory personnel in the timely and safe collection, transportation, and management of
specimens. Proper compliance with these procedures is vital for accurate diagnosis, effective disease

surveillance, and appropriate response actions.

EPHI firmly believes that this document will serve as a valuable tool and operational guideline for all
stakeholders across both public and private health sectors, as well as partner organizations involved in the
supply chain, planning, and implementation of Mpox testing services in Ethiopia. Its aim is to enhance the
safe and prompt diagnosis of suspected cases and contacts, facilitate screening in various settings, and support
surveillance efforts—all aligned with the national public health emergency response system for Mpox. The
document will be reviewed and revised based on emerging evidence from global studies and domestic

evaluations.
Saro Abdella (PhD),
Deputy Director General for Health Laboratory Services,

The Ethiopian Public Health Institute (EPHI).
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Background

Monkeypox (Mpox) is an infectious disease caused by the Monkeypox virus (MPXV), a double-stranded
DNA virus that belongs to the Orthopoxvirus genus of the Poxviridae family. Researchers first discovered the
virus in 1958 when it caused outbreaks of a pox-like disease in monkeys kept for research in Denmark. Human
disease was first identified in 1970 in a 9-month-old boy in the Democratic Republic of the Congo.
Orthopoxviruses can cause disease in humans and other mammals. Symptomatic infection typically results in
the formation of lesions, skin nodules, or disseminated rash. Other orthopoxviruses (OPXVs) pathogenic to

humans include Cowpox virus and Variola virus (causing smallpox).

A new globalized outbreak of Mpox (since 28 November 2022, denominated Mpox by the World Health
Organization, WHO) began in April 2022, expanding the presence of the virus beyond the countries and
regions in which it is endemic and spreading primarily through sexual routes of transmission that had not been
identified or associated with other outbreaks. Mpox was declared a Public Health Emergency of International
Concern (PHEIC) by the WHO Director-General on July 23, 2022.

Since September 2023, clade Ib MPXV has spread in 10 provinces of the Democratic Republic of the Congo,
with community transmission in Burundi, Kenya, Rwanda, Uganda, and Zambia. Travel-related cases have

been reported in Angola, South Africa, and Zimbabwe.

In May 2025, Ethiopia reported its first case, and the incidence of Mpox highlighted the urgent need for
standardized, safe, and effective procedures for specimen collection, transportation, and handling. Proper
specimen management is vital to ensure the reliability of diagnostic testing, protect healthcare workers and

laboratory personnel, and prevent accidental exposure or environmental contamination.

This interim guidance outlines essential protocols to support healthcare providers and public health authorities
in ensuring biosafety, diagnostic accuracy, and compliance with international regulations when specimens are

collected and transported for laboratory investigation of the Mpox virus.

Purpose:
The purpose of this interim guidance is to ensure proper collection, handling, and transportation of

specimens for accurate diagnosis of Mpox infection.



Target Audience

This document provides interim guidance for health care workers, public health officials, and other
stakeholders involved in the collection, handling, and transportation of specimens from patients suspected
of infection with the Mpox virus.

Biosafety Precautions

Use of adequate standard operating procedures (SOPs) must be ensured, and laboratory personnel must be
trained for appropriate donning and doffing of personal protective equipment (PPE) and specimen collection,
storage, packaging, and transportation. All specimens collected for laboratory investigations should be
regarded as potentially infectious and handled with caution. Measures should be taken to minimize the risk
of transmission based on risk assessment when collecting clinical specimens from patients with suspected or
confirmed Mpox. These may include wearing appropriate PPE, using rigorously applied standard precautions,

and avoiding any procedures that could generate infectious aerosols.

Effective disinfectants include quaternary ammonium compounds and 0.5% (or 200 ppm) bleach (freshly
made). Rigorous adherence to infection prevention and control guidelines must be ensured during specimen

collection and handling.

NOTE: Please refer to Interim Biosafety Guidance for Specimen Collection, Handling, and Testing of Mpox

Virus prepared and published by the Ethiopian Public Health Institute in 2024.
During specimen collection and handling, don’t forget to

e Wear appropriate PPE (gloves, gown, eye protection, and mask).
e Handle specimens in a Biosafety Level 2 (BSL-2) or Biosafety Level 3 (BSL-3) laboratory if available.

e Auvoid aerosol generation during specimen collection and handling.

Patient Preparation

e Explain the procedure to be done to the patient/guardian, as multiple specimens shall be taken, and the

procedure may cause some pain or discomfort.

Specimen Collection Materials

v Alcohol wipe/prep pads



v" Scalpel blade, forceps or blunt instrument (for removal of crusts/scabs)

v Dry synthetic swab (e.g., Dacron, Rayon, Polyester)
v’ Sterile screw- capped plastic tubes (NOTE: glass tubes are not recommended)
v" Viral Transport Medium
v’ Parafilm (to secure the cover of the tube and prevent leakage)
v’ Ziplock bag (for the documents)
v" Triple packaging container with sufficient frozen ice-packs
v 5ml serum separator tube
v Vacutainer adapter and vacutainer needle/ Syringe with needle
v 23G (pediatric butterfly needle)
»¥
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Figure 1: Specimen collection materials

Specimen Collection

The recommended specimen type for laboratory confirmation of MPXV is skin lesion material, including
swabs of lesion surface and/or exudate or lesion crusts. Swab the lesion, vigorously to ensure adequate

viral DNA is collected.

e Swabs can be transported dry in capped tubes or placed in viral transport media (VTM).

e Specimens from two lesions should be collected in one single tube, preferably from different locations
on the body. If the roof, scabs/crusts are collected, it should be placed in a separate container.

e Lesions, crusts, and vesicular fluids should not be mixed in the same tube.

e Because the definition of a suspected case includes symptomatic contacts of confirmed or probable

Mpox cases, alternative specimen types, such as oropharyngeal swabs, can be collected in the



absence of skin or mucosal lesions. However, such specimen types provide less sensitive results
for diagnosis than material from skin lesions. For this reason, a negative result should be
interpreted with caution.

e Blood specimens are generally not useful for diagnosis of acute illness, unless this is taken to rule

out other infections.

e The type of specimen may depend on the clinical presentation and contact exposure.

Collection of additional specimen types for research purposes can be considered if it is allowed by the
appropriate ethics review board and there is sufficient laboratory and medical expertise for their safe
collection, handling, and storage. These may include urine, semen, vitreous fluid, or cerebrospinal fluid on
indication and based on clinical presentation, including location of lesions and contact exposure. EDTA blood
may support detection of MPXV but may not contain the high level of virus found in lesion specimens because
any viremia usually occurs early in the course of infection in the prodromal period before skin lesions become
manifest and is of short duration. These additional specimen types are not intended for routine diagnostic
purposes and do not need to be collected outside of research settings. More details on specimen collection

and storage are included in Annex 1.

Macule Papule Vesicle Pustule Crust

e e > > .

Credit: Emerg Infect Dis / N. Credit: NEIM/ D.Kurz et al 2004 Credit: Toutou Likafi/ Kinshasa School
Erez et al, 2018. Retrived Retrived from: of Public Health

Figure 2: Recommended specimens from different locations on the body

Procedures for Specimen Collection

(For detailed information and procedures for specimen collection and management, please refer to
Annexes I, 11, and 111 below.)

Lesion/Crust/Scab Material:

o Use sterile, synthetic swabs to collect vesicular or pustular fluid or crust material.



o Gently break open vesicles or pustules to access fluid.
o For crusts or scabs, scrape the lesion surface with a sterile swab.

o Place the swab into viral transport media (VTM) immediately.

Swab Collection:
o Use appropriate sterile swabs for lesion surfaces or mucosal areas.

o Avoid contamination with other materials.

o Insert swab into VTM or transport medium promptly.

—_
>
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Image from: OpenWHO Training on Monkeypox, 2021

Figure 3: Swab specimen collection

Blood Collection:

o Draw blood into serum separator tubes.
o Allow to clot, then centrifuge to separate serum.

o Store serum appropriately if testing is delayed.

Labeling of Specimens

Patient identifiers and specimen labels must be written on primary containers (patient name, age/sex, date of

birth, and date of specimen collection).

Figure 4: Specimen labeling



Specimen Transportation

Specimens during transportation are essential for accurate diagnostic testing. Transportation of specimens
should comply with any applicable national and/or international regulations, including the UN Model
Regulations and any other applicable regulations depending on the mode of transportation being used.
For international transportation, specimens from suspected, probable, or confirmed Mpox cases—
including clinical specimens, viral isolates, and cultures—should be transported as Category A, UN2814
“infectious substance, affecting humans”. Some countries have chosen to recategorize MPXV to UN3373
Category B via the Multilateral Agreement M347 under section 1.5.1 of ADR on the carriage of MPXYV for
road transport.

All specimens being transported should have appropriate triple packaging, labeling, and documentation.
Shipping requires a dangerous goods-certified shipper. Deliver specimens to the diagnostic laboratory
promptly, ideally within 24-48 hours. For information on infectious substances shipping requirements, See

WHO Guidance on regulations for the transportation of infectious substances 2021-2022.

Specimen Handling and Storage

Specimens collected for MPXV investigation should be refrigerated (2 to 8°C) or frozen (-20°C or lower)
within one hour after collection. If transportation exceeds 7 days for the specimen to be tested, specimens
should be stored at -20°C or lower. Longer-term specimen storage (>60 days from collection) is recommended
at -70°C. Viral DNA present in skin lesion material is relatively stable if kept in a dark, cool environment,
which can be considered when a cold chain is not readily available, but room temperature shipment is not
recommended until further studies provide evidence that specimen quality is not compromised. Repeated

freeze-thaw cycles should be avoided because they can reduce the quality of specimens.
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Annex1 Specimen Collection and Storage for Diagnostic Testing for Mpox

Specimen type Population Collection materials Storage temperature
Swab of lesion All Dacron or polyester Refrigerate (2-8 °C) or freeze (-
material, including: flocked swabs with VTM |20°C or lower) within 1 hour
— surface or dry swab(71) of collection; -20°C or lower
— exudate after 7 days
—  crusts
Oropharyngeal swab |All Dacron or polyester flocked [See above
swabs with VTM or dry
swab
Anorectal swab Depending on Dacron or polyester flocked [See above
clinical swabs with VTM or dry
symptomatology [swab
and contact
exposure
\Whole blood All Sterile collection tube with [See above
EDTA
Serum All Serum-separating tubes See above
Plasma All Collection tube with EDTA [See above

For Research Purpose

Specimen  [Population Collection materials [Storage temperature

type

Urine All Sterile collection tube [Refrigerate (2-8 °C) or freeze (-20°C or lower)
within 1 hour of collection; -20°C or
lower after 7 days

Semen Men Sterile collection tube [Room temperature for <1h (then -20°C or

lower)

\Vitreous fluid

Depending on
clinical
symptomatology
and contact
exposure

Sterile collection tube

Refrigerate (2-8 °C) or freeze (-20°C or lower)
within 1 hour of collection; -20°C or
lower after 7 days

Cerebrospinal
fluid

Depending on
clinical

symptomatology

Sterile collection tube

Refrigerate (2-8 °C) or freeze (-20°C or lower)
within 1 hour of collection; -20°C or

lower after 7 days




Annex2 Criteria for Acceptance & Rejection of Referral Samples for Suspected Mpox

ACCEPTED

REJECTED

GENERAL

e Sample type: Lesion Material

e Swab: Sterile, synthetic swab

e One (1) lesion sample type placed in one (1) sterile primary
container

e Cold chain: (2-8°C)

e Primary container: properly labeled, intact, plastic, sterile

e Sccondary container: properly labeled (same label with the
primary container) intact, sturdy, leak-proof, clean,

e Packaging: local triple packaging system, bagging of
specimen

e Transport: ideally, within 7 days from the date of specimen
collection (especially for refrigerated samples)

e Documents: completely filled up Laboratory Request Form,
Case Investigation Form

e Sample type: non-lesion material
e Swab: non-sterile, cotton swab,
wooden swab

e Swab and tissue mixed in the same
container.

e Primary container: unsterile, with
visible signs of

leakage, improper specimen label

e Secondary container: zip
lock/resalable bag

e Transport: >7 days from date of
specimen collection

e Documents: incomplete documents

SAMPLE TYPE

e Lesion Surface

e Lesion Roof

e Lesion Fluid/Exudate

e Lesion Crusts

e Scab

e Swabs of lesion surface

e Swabs of lesion roof

e Swabs of lesion fluid/exudate

e Respiratory samples such as;
Nasopharyngeal/oropharyngeal

swab, sputum, ETA, and TA from

the SUSPECT CASE

e Serum/blood sample Visible
signs of contamination,
deterioration, or tampering

TYPE OF SWAB(S) USED
e Only sterile, synthetic swabs (including but not limited to

v Dacron
v Polyester
v Rayon

e Cotton Swab
e Wooden Swab

SAMPLE COLLECTION

e One (1) sample type placed in a single sterile primary
container

e No more than two (2) swabs from different locations in the
body

e Roof/s of sampled lesions in separate container

e Crust/scabs in separate container

e Different tissue types in one (1)
container.

TEMPERATURE

e 2-8°C (temperature check using appropriate thermometer)
® Or shipped with dry ice

e [f specimen testing does not occur

promptly after specimen collection:

e > +8°C (temperature check using
an appropriate thermometer)

e THAWED and WARM

e Shipped at room temperature




v Refrigerate (2-8°C) or freeze (-20°C or lower) the specimens
until testing occurs.

v Dry swabs or lesion crust(s) that are stored at 2-8°C can be
tested up to 7 days from collection.

SAMPLE CONTAINER

e Intact primary container (preferably but not limited to screw-
capped plastic containers)

e Plastic primary container (avoid using glass container)

e Sterile, no additive primary container

(examples: urine container, sputum cap)

e No signs of leakage

e Properly labeled

e With sturdy, leak-proof secondary Container

e Broken/cracked primary container
e With signs of sample leakage or
tampering

e [llegible or absent sample label in
primary and secondary containers

e Unsterile container

e With additive Vacutainer tube

SPECIMEN LABEL
e Patient identifiers should include at least 2 of the following:

v Patient name (full first and last name, no initials)

v Patient sex

e Specimen information should include, but is not limited to:
v Collection site (e.g., left arm, upper left groin, right cheek...)
v Collection date and time

v Specimen type

e No sample label
e [llegible, incomplete sample label

PACKAGING

e Triple packaging; compliant with IATA Packaging
Instruction 602 (if transported through air)

e Intact, properly labeled

e Place Para film around the lid of the container for additional
leak-proof protection

e Individual “bagging of specimens” (e.g., zip lock bag) so that
if a leak does occur, it does not cause the rejection of all
specimens.

e Only Mpox specimen/s in 1 transport box.

e No secondary container or
secondary container is not
appropriate (e.g., zip lock bag)
e Package not properly labeled

TRANSPORT

e Mpox referral samples must arrive at the nearest testing
laboratory refrigerated and frozen -within 7 days after
collection.

e Arrival of refrigerated samples-
more than 7 days after collection

DOCUMENTS

e Required documents (Case Investigation Form, Laboratory
Request Form)

e [ egible with complete information

e Incomplete documents, illegible,
or incompletely filled

e Discrepant (i.e., does not match
with samples submitted)




Annex3 Standard Operating Procedure (SOP) for MPOX Specimen Collection, Handling,
Storage, Packaging and Transportation

This Standard Operating Procedure (SOP) provides comprehensive guidelines to ensure the safe, efficient,

and standardized collection, handling, storage, packaging, and transportation of specimens suspected or

confirmed to contain MPOXV. Proper adherence to these procedures is essential to maintain specimen

integrity, protect laboratory personnel, and prevent potential transmission of infectious agents.

Complied by:

Laboratory Capacity Building directorate

Signature
Signature
Signature

Reviewed by:

XX
XX
XX

Signature
Signature
Signature

Approved by:

EPHI

Signature

Effective Date:

17, JUNE ,2025

Version No 1/2025

Document number--

Revision and amendment

001

Copy number

Reviewed by: Approved by:
Revision No. | Review Date
Name Signature | Name Signature
Version Change History/Description
Version. No. Effective Date Description of Version Change Name & Name &
Signature of Signature of
Reviewer Approval
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Amendment

Revision. No. Page Description of Amendment Amendment Effective | Name &
No. Date Date Signature of
Approval

1. Introduction

Monkey poxvirus (MPXV) is a double-stranded DNA virus, a member of the Orthopoxvirus genus within the
Poxviridae family. Poxviruses cause disease in humans and many other animals; infection typically results in
the formation of lesions, skin nodules, or disseminated rash. Confirmatory laboratory diagnostic testing is

performed for Mpox using a real-time polymerase chain reaction assay on lesion-derived specimens.

Collection of specimens can begin after appropriate consultations have been made. Procedures and materials
used will vary depending on the phase of the rash. A labeling system should clearly distinguish all specimens,
including those from Mpox patients, which require special handling. Good conditions of specimens are the
responsibility of the setting where the specimen has been collected and transported with appropriate containers

and transport media. Timing and temperature conditions must be considered till the sample is analyzed.

2. Purpose: The purpose of this Standard Operating Procedure (SOP) for Mpox Virus (MPXV) specimen collection,
handling, storage, packaging, transportation, and disposal is to provide standardized, clear, and detailed guidance to
healthcare and laboratory personnel to ensure the safe, timely, and accurate collection and management of clinical

specimens suspected of MPXV infection.

3. Scope: This SOP applies to all sites involved in specimen collection, labeling, processing, transport, storage, and
disposal to be practiced by the HCWs for Mpox Virus (MPOXYV) laboratory detection.

4. Abbreviations:

DNA Deoxyribonucleic acid

EPHI Ethiopian Public Health Institute

HCW Health Care Worker

LCBD Laboratory Capacity Building Directorate
MPXV Mpox Virus

11




Mpox Monkeypox

SOP  Standard Operating Procedure
VTM Viral Transport Media

WHO World Health Organization

5. Responsibility:

It is the responsibility of health Care workers, specimen couriers, managers and coordinators in all tier

system for the appropriate specimen collection, labeling, processing, transport, storage, and disposal.
Specimen collectors

o Ensure proper PPE use: Wear gloves, a gown, eye protection (if available), and an N95 or higher-level respirator
(if available).

o Identify appropriate specimen types: e.g., lesion swabs (roof, fluid, base), crusts, blood (if indicated).

e Label specimens accurately with patient identifiers, date, and type of specimen.

e Use appropriate collection materials.

e Collect appropriate specimens.

Transport Personnel/Couriers

e Ensure safe and secure transportation of samples as per guidelines.
e Maintain proper handling practices to prevent contamination or compromise of materials.
e Communicate and coordinate effectively with other personnel during transport activities.

e Deliver specimens to testing facilities properly.

Supervisors

e Oversee and ensure compliance with the established procedure by all involved personnel.
e Provide guidance and address operational challenges to maintain procedure effectiveness.
e Regularly review and update the procedures to align with current standards and needs.

e Ensures the samples are delivered properly and results return to referring facilities.

6. Required Materials: -

e Face Mask e Sterile rayon or Dacron-tipped applicator

e Gloves (Powder-free) swabs

e Gown and e Tongue depressor, wooden (optional)

e Safety glasses/face shield. e Cryogenic vials or containers with
VTM/dry tube

12



Serum separator tube
Syringe with needle

Autoclavable biohazard bags

Sharp container
Secondary and tertiary container with ice
packs to keep sample integrity

Formats/case investigation format

7. Specimens types:

Skin Lesion
Crust/Scab
Swab of vesicular/pustular fluid from

intact vesicle or pustule

Surgical blade/needle

Cotton

70% ethanol
0.5% bleach
Absorbent paper

Permanent Marker

Swabs from an open vesicle/pustule/fluid
or an open, wet lesion:
Throat/Oropharyngeal Swab

Blood



8. Specimen collection Procedure

The recommended specimen type for laboratory confirmation of MPXV is skin lesion material,
including swabs of lesion surface and/or exudate or lesion crusts.

v

v

v

Swab the lesion, vigorously to ensure adequate viral DNA is collected. Swabs can be
transported dry in capped tubes or placed in viral transport media (VTM).

Specimens from two lesions should be collected in one single tube, preferably from
different locations on the body.

Lesions, crusts, and vesicular fluids should not be mixed in the same tube. Because the
definition of a suspected case includes symptomatic contacts of confirmed or probable
MpOoX cases,

Alternative specimen types, such as oropharyngeal swabs, can be collected in the absence

of skin or mucosal lesions.

Swab Collection:

1. Swab of vesicular/pustular fluid from intact vesicle or pustule/ de-roofed vesicle or
pustule tissue:

Identify the patient by two forms of identification; ask the patient to state and spell his/her
name and give you his/her birth date/age. Check these against the requisition form.
Ensure that recommended personal protective equipment (PPE) is worn when collecting
specimens. This includes gloves, a gown, eye protection (face shield or goggles if
available), and an N-95 or higher-level respirator (or surgical mask if a respirator is not
available).

Gloves must be changed to a new pair for each patient; properly remove the old pair and
discard it into a biohazard waste container.

Sanitize the closed fluid-filled vesicle or pustule with an alcohol wipe — allow to dry.

Use the disposable scalpel, or the 26-gauge needle, to open the top of the vesicle or pustule.
Dispose of the scalpel or needle in an appropriate container.

Retain vesicle or pustule roof and place in its own tube as a separate sample type.

Take a sterile polyester/dacron/rayon swab and firmly swab the open pustule/vesicle and place in
VTM/dry, sterile conical plastic tube.

Do not add transport medium or any liquid (saline) to the dry tube.

14



Figure 1. lllustration of collection of Vesicular/Pustular fluid sample

2. Swabs from an open vesicle/pustule /fluid or an open, wet lesion

Identify the patient by two forms of identification; ask the patient to state and spell his/her
name and give you his/her birth date/age. Check these against the requisition form.
Ensure that recommended personal protective equipment (PPE) is worn when collecting
specimens. This includes gloves, a gown, eye protection (face shield or goggles if
available), and an N-95 or higher-level respirator (or surgical mask if a respirator is not
available).

Gloves must be changed to a new pair for each patient; properly remove the old pair and
discard it into a biohazard waste container.

Use a dry polyester/dacron/rayon swab with a plastic shaft to gently scrape crust material
from around a vesicle edge or over a weeping lesion. For a dry, crusty lesion, the swab may
be moistened with sterile saline. Do not moisten the swab for an open, wet lesion.

Place the swab into VTM/a dry, sterile conical plastic tube, and break off the swab handle
into a dry, sterile conical plastic tube.

Do not add transport medium or any liquid (saline) to the dry tube.

15



Figure 2. lllustration of collection of wound swab sample
Crust/Scab Material:

e |dentify the patient by two forms of identification; ask the patient to state and spell his/her
name and give you his/her birth date/age. Check these against the requisition form.

e Ensure that recommended personal protective equipment (PPE) is worn when collecting
specimens. This includes gloves, a gown, eye protection (face shield or goggles if
available), and an N-95 or higher-level respirator (or surgical mask if a respirator is not
available).

e Gloves must be changed to a new pair for each patient; properly remove the old pair and
discard it into a biohazard waste container.

e Sanitize lesion with an alcohol wipe; allow to dry.

e Use the needle to loosen and lift the crust (layer of skin that forms at the site of a wound).

e Once removed, place the crust into a sterile cryovial tube.

e Select a 2nd crust from a different location on the body and repeat steps 1 to 3. Place the
specimen into a sterile, labeled cryovial tube or a 1.5 or 2 mL screw-capped tube with an
O-ring.

e Discard the scalpel or needle into the sharps container.

e Add the tubes into the ziploc bag, then store at 2-8°C.
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Figure 3. lllustration of collection of skin scape sample

Posterior pharyngeal swabs (throat swabs)

¢ Identify the patient by two forms of identification; ask the patient to state and spell his/her
name and give you his/her birth date/age. Check these against the requisition form.

e Ensure that recommended personal protective equipment (PPE) is worn when collecting
specimens. This includes gloves, a gown, eye protection (face shield or goggles if
available), and an N-95 or higher-level respirator (or surgical mask if a respirator is not
available).

e Gloves must be changed to a new pair for each patient; properly remove the old pair and
discard it into a biohazard waste container.

e Hold the tongue down with a tongue depressor.
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e Use a sweeping motion to swab the posterior pharyngeal wall and tonsil pillars. Have the
patient say “aahh” to elevate the uvula. Avoid swabbing the soft palate, and do not touch

the tongue with the swab tip. (Note: This procedure can induce the gag reflex).

Figure 4. lllustration of collection of a throat swab sample

e Put the swab into VTM.
e Close the tube with the cover. Swabs should always be kept moist during shipping.
e Place on ice or refrigerate at 2-8°C and ship as soon as possible to the reference

laboratory.

Blood Collection:

o Draw blood into serum separator tubes.
o Allow to clot, then centrifuge to separate serum.

o Store serum appropriately if testing is delayed.
9. Specimen Labeling

All the collected skin lesion and crust samples should be labeled using a barcode and any other
labeling system with the following IDs:

e Patient’s name
e Case/Surveillance number

e Place of specimen collection
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e Date of sampling and

e Type of specimen
10. Specimen transportation

Efficient transportation of Mpox specimens is crucial for accurate diagnosis and timely response.
Specimens should be collected using appropriate viral transport media or a dry tube and stored at
recommended temperatures. They must be securely packaged in leak-proof containers, labeled
correctly, and transported promptly to designated laboratories within 24-48 hours, ensuring the

integrity of the sample and the safety of personnel involved.

11. Specimen handling and storage

Handling Mpox specimens requires strict adherence to biosafety protocols. Specimens should be
collected using appropriate PPE and placed in leak-proof, clearly labeled containers. Once
collected, they must be transported in accordance with Category B infectious substance
regulations, maintaining cold chain conditions—preferably refrigerated at 2-8°C—to preserve
sample integrity. Proper storage involves keeping the samples at -70°C or lower if long-term

preservation is needed, with meticulous record-keeping for traceability.

12. Triple Packaging

Triple packaging is an advanced protective system designed to ensure the safety and integrity of
specimens during transit. It involves three layers: an inner packaging that directly contains the
product, a secondary layer for added protection, and an outermost layer that shields against external
impacts. This comprehensive approach not only preserves the quality of specimens but also
enhances customer satisfaction by delivering products in pristine condition.

e Primary receptacle - A labelled primary watertight, leak-proof receptacle containing the
specimen. The receptacle is wrapped in enough absorbent material to absorb all fluid in
case of breakage.

e Secondary receptacle - A second durable, watertight, leak-proof receptacle to enclose and
protect the primary receptacle(s). Several wrapped primary receptacles may be placed in

one secondary receptacle. Sufficient additional absorbent material must be used to cushion
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multiple primary receptacles. For old transportation conditions, ice or dry ice shall be
placed outside the secondary receptacle. Wet ice shall be placed in a leak-proof container.
Outer shipping package - The secondary receptacle is placed in an outer shipping
package, which protects it and its contents from outside influences such as physical damage
and water while in transit. The outer shipping package should not be touched with a gloved

hand and should contain appropriate biosafety label signage.

Primary receptacle
~ (leakproof or siftproof)

Waterproof
Cap .
Rack-type holder
(styrcfoam, sponge)
Absorbent
packing
aterial
R ltemized list
of contenls
(specimen record)
Secondary // Rigid ou:z:er
packaging ~~ 55&”‘15 i packaging
(leakproof or et P
siftproof) W - |
~~-Proper shipping
73 name
UNV - -
T~ Package marking
To/From Iabels’

Figure 1.A diagram showing triple packaging

Biological substances (Category B)

Infectious substance that does not meet the criteria for category A or An infectious
substance not in a form generally capable of causing permanent disability or life-
threatening or fatal disease in otherwise healthy humans or animals when exposure to it
occurs.

UN 3373
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e All specimens should be transported using an ice pack and using a triple packaging system.

13. General Sample Rejection Criteria
A. Improper Sample Collection

e Unlabeled or mislabeled samples: Missing or incorrect patient identifiers.

¢ Inadequate documentation: Missing requisition form or insufficient clinical details.

e Improper collection method: Use of inappropriate tools or techniques that compromise sample
integrity.

o Insufficient sample quantity: Sample volume or size inadequate for the required tests.
B. Sample Condition

e Contamination: Presence of visible foreign material or microbial contamination.

e Inappropriate preservative or transport medium: Missing or incorrect medium, such as
using formalin when a fresh sample is required for microbiology or molecular tests.

e Specimen leakage: Fluid samples that have leaked during transport, risking contamination

or sample loss.

C. Transport and Storage Issues

e Delayed transportation: Samples not delivered within the recommended time frame,
leading to degradation.
e Improper temperature control: Samples not maintained at the required temperature (e.g.,

room temperature, refrigeration, or freezing) during transport or storage.

D. Physical Damage to the Sample

o Crushed or fragmented biopsies: Physical damage during collection, transport, or handling.
e Inadequate fixation: Tissue improperly fixed for histopathological examination, resulting in

autolysis or distortion.
E. Cross-contamination
e Mixing of samples: Multiple samples placed in the same container without proper separation.

e Environmental contamination: Exposure to unsterile surfaces or airborne contaminants.

21



14. Storage of Specimens

Specimens collected for MPOXYV laboratory confirmation need to have the following storage temperature

S.N | Specimen | Test Recommended storage temperature Remark
Type

1 All type of | Molecular | 2-8°C or frozen (-20°C or lower) within one hour after
specimens | Testing collection,

If transport exceeds 7 days for the specimen to be tested,
specimens should be stored at -20°C or lower.

Longer-term specimen storage (>60 days from collection)
is recommended to be stored at -70°C.

15. Disposal of Specimens

Specimen disposal will be done according to the national specimen disposal guideline. Refer to
the Health Care Waste Management Manual for Ethiopia, April 2021, and Biosafety and

Biosecurity Guidelines for Health Laboratories in Ethiopia, 2" edition, 2022.

16. Declaration

I, the undersigned laboratory personnel/ health care worker certify that | am conducting every
step of the procedures incorporated in this SOP after a prior reading.

S.N. Staff Name Signature Date

17. References
e World Health Organization (WHO)
https://www.who.int/publications/i/item/WHO-MPX-laboratory-2022.1

e Centers for Disease Control and Prevention (CDC)

https://www.cdc.gov/poxvirus/monkeypox/lab-personnel/lab-procedures.html

e Health Care Waste Management Manual for Ethiopia, April 2021

22


https://www.who.int/publications/i/item/WHO-MPX-laboratory-2022.1
https://www.cdc.gov/poxvirus/monkeypox/lab-personnel/lab-procedures.html

Annex4 List of Contributors (EPHI)

© 00 N o o B~ WwDN B

e e e
w N B O

Mr. Daniel Melesse
Gonfa Ayana

Feven Girmachew
Asdesach Tessema
Lulit Hailu

Kindu Getenet
Redwan Mohammed
Wondwossen Kassa
Negash Nurahmmed
Awad Mohammed
Miheret Tatek

Aster Mamo

Fewzia Hussien

23



