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Shipping Infectious Substances & Biological Welcome & Introductions
Specimens

Welcpme to Shipping Infectious Substances and Biological
ipping Infectious Substances Specimens!
& Biological Specimens
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Shipping Infectious Substances & Biological Welcome & Introductions
Specimens

]

-® Introductions

* Instructors

+ Students
—Whatis your name?
—Where are you from?

Page 4



Action Plan

BE ABLE

KNOW FEEL T0 DO

Use space on back, if needed
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Shipping Infectious Substances & Biological
Specimens

%
!

GBRAMC

Key Messages

+ There can be many regulatory requirements that affect
the shipmenttransport of infectious substances.
Observance of |ATA regulations is the best way to ensure
regulatory compliance,

* Regulations have specific definitions and criteria for
dangerous goods.

LA S dangercus good is assigned a *P r Shipping
Mame” (PSN) and corresponding UN identification
numkber.

+ Packing instructions inform shippers cifically how to
properly package dangerous goods. All biological agents
must be triple packaged.

* There are six key components that must be
rnaltaedﬂabalad on the outside of an infectious substance
package.

_.a._

GERAMC

I

Welcome & Introductions

Key Messages, continued

Overpacks are enclosures over kages,
mustpbe marked and labeled exai:ﬁtﬁr as ﬂ'navirrﬁ'lya'
packages,

There will be a variety of paperwork that may be
required for shipping depending on the nature of
the shipment. Shipper's Declarations are legal
documents, three ies are required for most
dangerous goods shipments.

Before shipping high consequence agents, there
are many additional considerations.

Different countries have different requirements for
importing and exporting biological materials.
Consideration must be given to import and export
requirements for the countries of origin and
desitination.
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Shipping Infectious Substances & Biological Biorisk Management
Specimens

. - . Record refresher notes on the AMP model and Biorisk
Bimlskhlm:qgem?nt.moAHP Management,

Biorisk
] Management

g
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Shipping Infectious Substances & Biological
Specimens

'] : . W
Key Components of Biorisk
Management
+ Biorisk Assessment
— Process of identifying the hazards and

evaluating the risks associated with
biclogical agents and toxins, taking into
account the adequacy of any existing

controls, and deciding whathararnat the
risks are acceptable

Define Biorisk Assessment:
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Shipping Infectious Substances & Biological Biorisk Management
Specimens

,.é Kay Compnnants of Biorisk Define Biorisk Mitigation:
' Management

+ Biorisk Mitigation

— Actions and control measures that are put
into place to reduce or eliminate the risks
associated with biological agents and
toxins
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Shipping Infectious Substances & Biological Biorisk Management
Specimens

,.é Kw cmmof Biorisk Define Performance:
Management
+ Biorisk Performance
—Improving biorisk management by
recording, measuring, and evaluating

organizational actions and outcomes to
reduce biorisk.

&
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Shipping Infectious Substances & Biological
Specimens

Preview Exercise

Group Exercise:

What went wrong?

In your groups, take 10
minutes to dlg‘::uss the
possible reasons why
this happened and —

List at least five
things that should
have been done to
prevent this.

Put your answers on
your flip chart

Introduction to Safe & Secure Shipping

Reasons why this happened?

List 5 things that could prevent this?
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Shipping Infectious Substances & Biological Introduction to Safe & Secure Shipping
Specimens

,.é., Additional answers:
G Preview Exercise

Expected Answers:
Failure to:

s hakw:o? ﬂ"* N.,-L \

mntalner no absorbent.
« Label package comectly -
e e
ar
I:""“F"‘f FP"E
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Shipping Infectious Substances & Biological Introduction to Safe & Secure Shipping
Specimens

ﬁé_ Where are materials in your lab coming from and how?
r Small Group Exercise

GERMC

Group Exercise:

In your group, discuss how biological ) _
materials are moued in and out of your Where are materials going to and how?
laboratory and facility?

— Where are materials coming from and how?
— Where are materials going to and how?

~ E?Whﬂm are materials coming from or going To whom are materials coming from or going to?

Be prepared to share one or two examples
with the class
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Shipping Infectious Substances & Biological Introduction to Safe & Secure Shipping
Specimens

Reasons for transportation of biological materials:

EPURTRIC

| i"i p— = l
I==)
Transport — rrmmm of biologi al rrmeﬂd l:ulsi:h
of a resfricted area ¢
Rmmmm

Wm“mhmwhhﬂw

- Publle health labs and diagnostic labs
&nﬂﬂmm necessary for diagnosis and analysis
Trlrllport can accur
— Across international borders
— Within a country
~ Within a facility
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Shipping Infectious Substances & Biological

Specimens

i

Introduction to Safe & Secure Shipping

Shlpping & Transport There are many and varied agencies and interests that
Regulations

om 1

~ International

Regional

National

Industry

Postal regulations
Mode requirements
(Air, Road, Rail,
Sea)

 Carrier requirements

Import/Export

regulate the shipment of dangerous goods.

=]
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Shipping Infectious Substances & Biological Introduction to Safe & Secure Shipping
Specimens

-&- IATA Dangerous Goods WhylaTA? |
' R lati » Most restrictive => most universal
GBRMC eguiauons e “Gold” standard
+ |ATA - Represents, lpads and e Majority of air transport services are members

serves the air industry

» Compatible with UN/ICAO

« 230 member airines and air
carners (93% of intl. air traffic)

+  International standard — most i '-I-'a-la.s.* :
air shipmenis will be inspected ' b
based on |ATA requiremenis ' |f

e o

+ Generally most resfrictive o T

» |ncorporates all ICAC/UN
requirements and most
national regulations

hittp:iwwwiata. orgiwhatwedo/cargo/dangerous_goods
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Shipping Infectious Substances & Biological Introduction to Safe & Secure Shipping
Specimens

General definition for dangerous goods:

Definitions from IATA

Dangerous Goods
— Articles or substances which are capable
of posing a risk to health, safety, property
or the environment
— Those goods which meet the criteria of
‘one or more of the nine UN hazard
classes
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Shipping Infectious Substances & Biological Introduction to Safe & Secure Shipping
Specimens

: Other substances that are occasionally shipped together with
ﬁ{?F 9 Classes of Dangerous Goods biological agents are also considered dangerous goods and
GBRMC require special considerations.

Clazs 1 BExplosives

Class 2 Gases List some examples of other substances:
Class 3 Flammable Liguids

Class 4 Flammable Solids

Class 5 Oxidizing substances and Organic Peroxide

Class 6 Substances affecting health

Class 7 Radioactive Material [E;;L";tj;‘,j’:‘:ﬁ;nf“

Class 8 Corrosives :

Class 9 Miscellaneous Dangerous Goods
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Shipping Infectious Substances & Biological
Specimens

-&- Key Components of Biorisk
: Management
+ Biorisk Assessment
— Process of identifying the hazards and
evaluating the risks associated with
biclogical agents and toxins, taking into
account the adequacy of any existing

controls, and deciding whether or not the
risks are acceptable

Shipping Risk Assessment

Define Biorisk Assessment for Shipping:
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Shipping Infectious Substances & Biological
Specimens

"%~ Shipping Risk Assessment

GERMC

Group Exercise:

In your group, take 15 minutes to:
- ldentify several risks associaled with shipping.

— Think about some of the worst-case
consequences for each of these risks. What
determines the degree of consequences?

— What determines the likelihood of occurrence for
each of these risks?
Put the identified risks on your flip chart and be
prepared to define the likelihood and
consequences for each risk

Shipping Risk Assessment

What are risks associated with shipping?

What determines the degree of consequences?

What determines the likelihood of occurrence for each of these
risks?
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Shipping Infectious Substances & Biological
Specimens

;E; Shipping Risk Assessment
Group Exercise:

In your group, discuss the following:

— Do all biclogical material shipments have the
same level of risk?

— What are some of the key differences in
biological material shipment that might increase
or decrease those risks?

Identify 2 or 3 key differences in biological material
that would alter the associated risks; put these on your
flip chart.

— Can you use these differences to create shipping
classifications?

Shipping Risk Assessment

Do all biological material shipments have the same level of
risk?

What are some of the key differences in biological material
shipment that might increase or decrease those risks?

Key differences in biological material that would alter the
associated risks:
1.

2.
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Shipping Infectious Substances & Biological Shipping Definitions & Categories
Specimens

g é_ IATA definition of infectious substance:
' Definitions: Infectious Substance Infectious substances are substances which are known or are

GBRMC reasonably expected to contain human or animal pathogens.
Infectious
substances are
substances which are
known or are
reasonably expected
to contain human or
animal pathogens.
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Shipping Infectious Substances & Biological Shipping Definitions & Categories
Specimens

. Define culture:
S Definitions: Cultures

Cultures are the result of a process by which
pathogens are intentionally grown.
Examples:
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Shipping Infectious Substances & Biological Shipping Definitions & Categories
Specimens

Define patient specimens:

Definitions: Patient Specimens

Patient Specimens are those collected

directly from humans or animals. List some examples of patient specimens:

Examples include: blood, sputum,
urine, tissue biopsy, swabs, and body
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Shipping Infectious Substances & Biological Shipping Definitions & Categories
Specimens

I

-@- Category A:
r Definitions: Categgry A An infectious substance which is transported in a form that,
GBRMC when exposure to it occurs, is capable of causing permanent
Category A: disability, life-threatening or fatal disease in otherwise healthy
An infectious substance humans or animals.
Eﬁhtfaga,;ﬁzﬁrmd e List some examples of Category A substances:

exposure to it occurs, is
capable of causing
permanent disability, life-
threatening or fatal
disease in otherwise
healthy humans or
animals
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Shipping Infectious Substances & Biological Shipping Definitions & Categories
Specimens

: Category B:

*&?' Definitions: Category B Consists of all the non-deadly pathogenic agents; the low to
aEEe: medium risk infectious substances.

Category B: List some e_xamples of substances that would be considered
: : Category B:
An infectious
substance which does
not meet the criteria

for inclusion in
Category A
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Shipping Infectious Substances & Biological Shipping Definitions & Categories
Specimens

g 5 s What if you know or expect a pathogen to be present in the
Examples CWA Infectious sample but you have little idea which pathogen?
Substances
+ Table lists —

examples and is not
exhaustive

* New or emerging
pathogens meeting
the same criteria
should be classified
as Category A

» Cultures may be
Category Aor B
depending on the
‘microorganism
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Shipping Infectious Substances & Biological
Specimens

~$— Definitions: Exempt Patient
GBAMC Specimens

+ Patient specimens for which there is minimal
likelihood that pathogens are present are not
subject to these Regulations if the specimen is
transported in packaging that will prevent any
leakage and which is marked with the words
"Exempt human specimen” or "Exempt animal
specimen”

* Note: In determining whether a patient specimen
has minimal likelihood . . . an element of

rofessional judgment is required . . . that
judgment should be based on:

- known medical history

- symptoms

~ individual circumstances

- endemic local conditions

Page 28

Shipping Definitions & Categories

Requirements for “Exempt human specimen” or “Exempt
animal specimen”:

1.

2.

3.




Shipping Infectious Substances & Biological Shipping Definitions & Categories
Specimens

é Record significant observations:

;ﬁ; Anthrax Bioterrorism Scenario

A letter containing
a terror threat and
a mysterious
white powder is
opened at the
Ministry of
Defense office
building
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Shipping Infectious Substances & Biological
Specimens

Anthrax Bioterrorism Scenario

Are they infectious
substances?

Would |
these I’f gnw A
or B?

Shipping Definitions & Categories

Record significant observations:

Should the swabs being transported be considered infectious
substances?

How would you classify these as A or B?

Page 30



Shipping Infectious Substances & Biological
Specimens

‘Anthrax Bioterrorism Scenario

» The clinical lab cultures
the swabs and
determines that several
colonies from three
individuals appear to be
Bacillus anthracis
These are sub-cultured
and agar stabs are
mfur shipment
lab for

varification

Shipping Definitions & Categories

How do you classify these cultures?

Is the risk different between the clinical specimen and the
culture?
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Shipping Infectious Substances & Biological Shipping Definitions & Categories
Specimens

Is the collected blood sample an infectious substance?

%
!

GERMC

HIV Scenario

* Blood is collected from
a patient with AIDS in
order to determine
HIV viral load

* Is this sample an

infectious
substance?

* |s HIV on the
Indicative list? Is
this a culture or
patient specimen?

* How would you
classify this test
tube of blood
(Category A or B)?

Is HIV on the Indicative list? Is this a culture or patient
specimen?

How would you classify this test tube of blood?
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Shipping Infectious Substances & Biological Shipping Definitions & Categories
Specimens

g é., Is the urine sample collected an infectious substance?
r Gonorrhea Scenario

: . TR
5 Posent Biemontie with Is Neisseria gonorrhoeae on the Indicative list?

symptoms of gonorrhea
= Urine is collected and
sent to lab for culture.

+ |s this an infectious
substance?

* Is Meisseria
gonorrhoeae on the
Indicative list?

* How would you
classify this urine
(Category A or B)?

How would you classify this urine sample?
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Shipping Infectious Substances & Biological
Specimens

I

_.a._

Classification Exercise

Exercise:

Working in groups, take up to 15 minutes to
classify the following samples.

If you have any questions about the nature of
the samples, don't hesitate to ask the
instructor

The samples will fall into one of four categories:

1.

Infectious substance, Category A

2. Infectious substance, Category B
3.
4. Not Regulated (excepted from the regulations)

Exempt Human/Animal 5 pecimen

Classification & Shipping Names

Working in groups, perform a risk assessment. Use your
knowledge of the regulatory definitions to complete the table
below by indicating the appropriate classification.
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Material

What is known or expected

Classification (A, B, Exempt*, Not
Regulated)

1. Chicken blood

Suspected H5N1 Highly Pathogenic Avian
Influenza.

Human, oropharyngeal swab

Suspect Streptococcus.

3. Human sputum sample

Testing for Mycobacterium tuberculosis.

4. Culture of Acid Fast Bacilli
(AFB)

Testing antibiotic susceptibility. Probable
Mycobacterium spp.

5. Dead bat

Testing for rabies. Presence of rabies
virus is likely.

6. Human breast tissue biopsy

Cancer screening. Patient health status or
medical history is unknown.

7. Culture of Staphylococcus
aureus

Clinical isolate. Testing for antibiotic
susceptibility.

8. Human, pustule/skin scraping

Possible small pox (Variola virus).

9. Culture of Salmonella typhi

Clinical isolate. Sent to determine
serotype.

10.Bovine sera

Possible case of foot and mouth disease.

11.Human urine and human blood

Minimal likelihood of disease. Sent for
pregnancy testing.

12.McDonald’s French Fries

Tastes good, lots of fats and salt.

13. Culture of Bacillus anthracis

Isolated from a dead goat.
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Shipping Infectious Substances & Biological
Specimens

i
Proper Shipping Names & UN ID Numbers

r

SR TR N F el

ERI
1

R

= |
L0

« Every dangerous good must be assigned a Proper
Shipping Name (PSN)

+ The United Mations publishes a list of internationally
standardized proper shipping names with
corresponding four digit “UN" identification numbers

= Adangerous good can have only one PSN

Classification & Shipping Names

Every dangerous good has one (and only one) PSN assigned
by the shipper.

PSNs come from international agreement out of the UN and
are in English.

Dangerous goods can be identified by both the PSN and/or the
corresponding UN ID no.
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Shipping Infectious Substances & Biological Classification & Shipping Names
Specimens

Examples of Proper Shipping (I\l:g:ggk;{/ SAhipping names:
Names

— UN 2814 — Infectious substance, affecting

humans )
~ UN 2900 - Infectious substance, affecting UN 2900
animals only

Category B
— UN 3373 - Biological substance, Category B Category B
Dry Ice
— UN 1845 - Dry ice UN 3373-
— UN 1845 — Carbon dioxide, solid

UN 1845-
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Shipping Infectious Substances & Biological Classification & Shipping Names
Specimens

PSNs must appear exactly as they do on the list. Do not
abbreviate or take short cuts.

—{..%;— Proper Shipping Name Exercise
GBRMG

* Using the samples Assign and write down the proper shipping name for each
that you classified example below. You may refer to the answers you recorded
previously, assign a from previous classification exercise.
proper shipping
name to each.

+ Record your answers
on the sheet
provided.
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Material

What is known or expected

Proper Shipping Name

1. Chicken blood

Suspected H5N1 Highly Pathogenic
Avian Influenza.

2. Human, oropharyngeal swab

Suspect Streptococcus.

3. Human sputum sample

Testing for Mycobacterium tuberculosis.

4. Culture of Acid Fast Bacilli
(AFB)

Testing antibiotic susceptibility. Probable
Mycobacterium spp.

5. Dead bat

Testing for rabies. Presence of rabies
virus is likely.

6. Human breast tissue biopsy

Cancer screening. Patient health status
or medical history is unknown.

7. Culture of Staphylococcus
aureus

Clinical isolate. Testing for antibiotic
susceptibility.

8. Human, pustule/skin scraping

Possible small pox (Variola virus).

9. Culture of Salmonella typhi

Clinical isolate. Sent to determine
serotype.

10.Bovine sera

Possible case of foot and mouth disease.

11.Human urine and human
blood

Minimal likelihood of disease. Sent for
pregnancy testing.

12.McDonald’s French Fries

Tastes good, lots of fats and salt.

13. Culture of Bacillus anthracis

Isolated from a dead goat.
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Shipping Infectious Substances & Biological Shipping & Transport Risk Mitigation

Specimens
Key Components of Biorisk Define Biorisk Mitigation for Shipping:

Management

+ Biorisk Mitigation

— Actions and control measures that are put
into place to reduce or eliminate the risks
associated with biological agents and
toxins
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Shipping Infectious Substances & Biological Shipping & Transport Risk Mitigation
Specimens
-® How Do Mitigate the Risks Notes:
: Associated with Shipping?
Through Mitigation Control Measures:
— Engineering Controls T :

— Administrative Contrals
— Practices and Procedures
— Elimination
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Shipping Infectious Substances & Biological
Specimens

[
Mitigation Control Measures
A e o ok e
. ,2q '
uction facilities, or any
%wmmﬁMtuhmm et

Administrative Controls
. ies, standards and guidelines used to
m

Personal Protective Equipment

+ Devices womn by the worker to protect against
hnmﬂahmhm

= is measure is not ble in shipping
Euﬂunﬁhmﬂﬁlhm

Notes:

Shipping & Transport Risk Mitigation
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Shipping Infectious Substances & Biological
Specimens

I

_.{sin._

GERMGC

Shipping Risk Mitigation

Group Exercise:

Engineering Controls

+ ldentify one or two enginesring cantral
measures that reduce a nsk o
shipping biological material

Administrative Controls

* ldentify one or two administrative
control measures that reduce a risk of
shipping biological material

Practices and Procedures

+ ldentify one or two practices or
procedures that reduce a risk of
shipping biological material

Shipping & Transport Risk Mitigation

Identify one or two engineering control measures that reduce a
risk of shipping biological material.

Identify one or two administrative control measures that reduce
a risk of shipping biological material.

Identify one or two practices or procedures that reduce a risk of
shipping biological material.
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Shipping Infectious Substances & Biological
Specimens

']
"'e ¢ - - = i -
Shipping Risk Mitigation
Expected Responses:
+ Packaging, marking/labeling, and documentation
« Package security

: A5
+ Authorizing shipments s
+ Material Transfer Agreements amwentoc 2 S

+ Impert and Export licenses
+ Carrier selection and mc_p.limmts

* Training
. Tradhdng of materials

Notes:

Shipping & Transport Risk Mitigation
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Shipping Infectious Substances & Biological
Specimens

Principles of Packaging

+ Must be designed to | |
i leakage during :
transport '

+ Must be labeledina
manner to alert carriers of
hazards

 Must have documentation

Notes:

Packaging
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Shipping Infectious Substances & Biological Packaging
Specimens

_ Packaging Requirements:
! Overview of Packaging Primary receptacle:

Secondary Packaging:

Outer Packaging:
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Shipping Infectious Substances & Biological
Specimens

Category A Packaging: IATA PI

- - Y

Leakproof primary ~ *

Leakproof secondary  *
Pressure capable 5
primary or secondary
Absorbent (for liquids) .
Multiple fragile
individually

ltemized list

Rigid outer packaging

4 in. minimum

Qty Limit 50 mL or 50 g for
passenger aircrafl. 4 L or 4
kg for cargo only aircraft
Name and telephone #
marked on package

* Must be marked with UN

specification

'\ 4G/Class 6.2/2010
_ USA/+AA16324

Category A key components:

Packaging
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Shipping Infectious Substances & Biological Packaging
Specimens

The UN specification mark is an indication from the
manufacturer of the Packaging that the package has been
tested and certified to these standards.
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Shipping Infectious Substances & Biological Packaging
Specimens

Category B key requirements:

Cat‘egoryBPackaging_: IATA PI 650

o mm . Itdrnlzad_lbt.
. nm{i_l.max) « Two sides at least 4 in.
+ Leakproofisiftproof - Qty. less than 4L or 4kg
secondary » Name and telephone #
* Absorbent marked on package or

 Multiple fragile primaries  airwaybill
wrapped individually * NO spec marks but 1.2m
Pressure capable drop
primary or secondary
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Shipping Infectious Substances & Biological
Specimens

Primany receptachks

= T (AR R O & ety
Wnimrprood
Cap

H_R"‘“-\ - RAack-typs halder

L. y 1-_'_'_,_,_,—o—" (mtyrolomm. Bp-ongeh

L e Wi e
g L &

Packaging

Note: “Diagnostic specimens” is no longer an acceptable
proper shipping name and must be replaced with “Biological
Substance, Category B”.
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Shipping Infectious Substances & Biological
Specimens

ﬁa_ Before a specimen is considered

GEFHG

“Exempt”
Must be a patient S
specimen .
Professional |.[ s
determination - -+ ' ——
minimal likelihood of " | e e
pathogens ; -
Must be triple

packaged

Package marked
"Exempt Human
Specimen” or
xempt Animal
Specimen”

Packaging

“Exempt human specimens” are considered dangerous goods
by IATA until they meet three criteria:

1. Aprofessional determination has been made that the
material has a “minimal likelihood” of containing any
pathogens
They are tripled packaged as shown
The package is marked “exempt human specimens”

W
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Shipping Infectious Substances & Biological

Specimens

Can Packaging be Re-used?
Group Exercise
Work in your groups to discuss at least three

factors, considerations, risks, or concerns
with re-use.

1

Do any of these factors change if the
shipment is Category A vs. Category B or
exempt?

. What are ways to mitigate these risks?

Packaging

Can Packaging be re-used?
1.

2.
3.
Do any of these factors change if the shipment is Category A

vs. Category B or exempt?

What are ways to mitigate these risks?

Page 52



Shipping Infectious Substances & Biological
Specimens

Marking & Labeling Overview

Markings provide information on
= Conbenls of package

Marking, Labeling & Documentation

Markings provide information for:

Labels
-Diamond-shaped

-Various shapes
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Shipping Infectious Substances & Biological
Specimens

I

_.a._

GERMC

= Name and Phone
« Applicable Hazard label
* Proper shipping name

* UN Number
+ Quantity of Dry lce

Marking & Labeling

+ MAddresses of shipper

and consignes

e
g
L

number of person
responsible

for each dangerous

Marking, Labeling & Documentation

There are the six required marks and labels associated with
Class 6.2 dangerous good shipments and dry ice:
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Shipping Infectious Substances & Biological

Specimens

-&- Proper Shipping Names and UN ID
: Numbers

GERMC

* The name must

appear exactly
no

abbreviation,
no spelling
errors, no
extra
information)
on both the
package and

the paperwork

The UNID
number always
is listed next to

the name

L’:um 1845 ) Dry ice
e
5 8N

_f.ﬂ

Marking, Labeling & Documentation

PSNs with their associated UN Id. numbers appear next to the
hazard label they are associated with.
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Shipping Infectious Substances & Biological Marking, Labeling & Documentation
Specimens
g é Class Exercise: Marking & Perform this exercise on the blank box on the following page.
’ Labeling
Exercise:

Using the blank picture of a box - mark
and label based on the following:

The package contains frozen HIV
positive human plasma. The plasma
must remain frozen, so 5 kg of dry ice is
present in the package.
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ﬂ;_%._ Class Exercise: Marking &
Labeling
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Shipping Infectious Substances & Biological Marking, Labeling & Documentation
Specimens

# é Class Exercise: Mark]ng & Perform this exercise on the blank box on the following page.
‘ Labeling

/

Peore: Doar Sydpreich

ALVE ke, VI Eagand

Dor 3 Solwore

unitad gt ol Tacasrd Binlogical

substance,
Categery B

T B O el

aa4-138
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Shipping Infectious Substances & Biological Marking, Labeling & Documentation
Specimens
i é Class Exercise: Marking & Perform this exercise on the blank box on the following page.
‘ Labeling

Using the blank picture of a box - mark
and label based on the following:

A 10 ml sample of animal blood being

sent to test for Monkeypox. Gel packs

are being used as a refrigerant to keep
samples cool but not frozen.,
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.&. Class Exercise: Marking &

GBRMG Lﬂb‘&ling
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Shipping Infectious Substances & Biological Marking, Labeling & Documentation
Specimens

i é Class Exercise: Marking & Perform this exercise on the blank box on the following page.
' Labeling

R L S Inliscligs sadslande,
preptucio affexcting humans
UM ZH14

e megEnn
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Shipping Infectious Substances & Biological
Specimens

Shipping with Overpacks

Overpacks may contain
one or mnmnl:lnnar e
Fﬂﬂ'kﬂﬂﬂs | =
used with Dry I:::;I!Ir

Marking, Labeling & Documentation

Definition of an overpack:

When are overpacks used?

Each inner package must

contain only the maximum
ity allowed under the

erous Goods

Should the UN specification mark be included on the
overpack?

marked & labeled exactly

i
must appear on
outside '




Shipping Infectious Substances & Biological Marking, Labeling & Documentation
Specimens

CI_a_ss Exercise: Pacl_taglng, Notes:
we Marking, and Labeling Samples

Exercise:

In your group, classify the material:
— Determine whethes it should be
shipped as Category A, B, or

Use the packaging supplies provided,

- Select packaging that would be
appropriate for your assigned
material.

— Package the mock infectious agent,
{Da not seal the baxes)

Using the reusable, Velcro marks and
labels, select those that are
appropriate for your assignment

= Mark and label your package.
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Shipping Infectious Substances & Biological

Specimens

]

1.

4,

Required Documentation

Packing list/ proforma inveice, which includes
- Receiver'saddress

— Mumbsr of packages

— Detail of contents

items supplied free
Shipping waybill

Mm:adlmtnfmm izt) which i
enclosed between th {"gﬁ mﬂﬁm’u e

Category A packages also require
= Shipper's Declaration for Dangerous Goods

Weight .
= Value -ﬂ'nraushmﬁrpﬂm}iﬁﬂﬂn minimal value if

Marking, Labeling & Documentation

Required Documentation
-Packing list

-Shipping wayhbill

-An itemized list of contents

-Category A packages also require
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Shipping Infectious Substances & Biological

Specimens
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Marking, Labeling & Documentation

Note requirements for Category A shipments:

Declaration

| for A
mqulnd_cﬂmry

+  Technical Mame must be on

declaration
Must be in English

- mnuunhﬁs ire 24-
; EMET e

accurate

Page 65




Shipping Infectious Substances & Biological Marking, Labeling & Documentation

Specimens
[ ; ’ » The three spaces indicated can be left blank; the carrier
Completing the Shipper’s o il i P

Declaration

» Make sure to cross out (delete) the non-applicable
aircraft type and the word “Radioactive”.

SHIFFEE S DE CLARRTION FOR DAMGERDUS GOO0 S5 L te DI LR da R U EE

» Address boxes of the shipper and consignee must
match the To: and From: address boxes on the

!
\
. package.
H
k

» Don't forget to mark 1 of 1 pages.

:irgi
|
N
i

Page 66



Shipping Infectious Substances & Biological
Specimens

L Completing the Shipper’s
f Declaration

.l T, W el QAT Ty 08 08 B DO I.
ES F

BAugt b= trasned
and certified

Page 67

Marking, Labeling & Documentation

The technical name is not necessary on the package, it must
be included on the paperwork. (In this case Hepatitis B virus)
Include a name, title, place and date.
24 hour emergency number requirements:
* Must be answered at all times the package is in transit
(no voice mail or pager)
* The person who answers must have
« Detailed emergency response and incident
mitigation information for the shipment
e Must be a legal representative (or someone who
is capable of and accepts responsibility for) the
shipper.




Shipping Infectious Substances & Biological

Specimens

Documentation for Category B

(Air waybill)

* Air waybill must be

‘marked “Biological
Substance, Category B
UN3373°

. UN1845, Dry lce, 9

Must include net wt. of
Dry Ice
~ Air waybill must include
‘the text “Dangerous
Goods — Shipper's
Declaration not
required”

Page 68

Marking, Labeling & Documentation

List mistakes found:




Shipping Infectious Substances & Biological Marking, Labeling & Documentation
Specimens

i Use this information to complete the shipping form.

-® Exercise: Completing a Shipper’s

: Declaration for Dangerous Goods
wm%“m Ilmw'illﬂ-mfalnmgﬂllmwm

Guodqﬁ:-rﬂu rq:
To: Thamer Lepras, PhD +28-522- What: 2 small culture tubes, agar

Zpag-4s slants (=1 g of total culture), Patient
i ed el et isolates of Francisells tularensis.
From: Hamid Treponema, MO 25 Temperature conslderations: gel
BI3-4BAT-42 packs lo keep the package somewhat
Univarsity Hospital cool '
Capitel City, Republic of Prowazekii _ _

Type of outer packaging: One
Dr. Leprae is the contact person m:'m e
respansible for the shipment,
The 24 hour emergancy response

telephane number is +28-800-4332-85
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Shipping Infectious Substances & Biological
Specimens

]

- Exercise: Completing a Shipper’s

w  Declaration for Dangerous Goods

SHPPEFS ECLARATION FOR DAHGERDUS GOOO S

g e T, U2 TEEDAER D

o o i o b

B ol ke
e i e

e
G g L P S
e Fed:
[ e — n

Dnhhﬂn-rhhl—:lﬂ'-u
e [ WEAEE A N B Sl RS "
n'."-.-_._:-.u:' e N Oacirmion remi nol @ oy cicoTemecen, B

= compliad ol Egasl o copsdiMEE, @
R Frvartas o ba W Th SIRS g
A 1
il T
Taport o Daraian

PN AL AL TVE

.F-I.--
|
it

F A A A A

Marking, Labeling & Documentation
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Shipping Infectious Substances & Biological
Specimens

Exercise: Completing a Shipper’s
Dﬁeamfbrﬁamusﬁmds

[ L]
e |

1hbwbmreooe WLE

»

Marking, Labeling & Documentation

L_‘:.Jn__l
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Shipping Infectious Substances & Biological Marking, Labeling & Documentation
Specimens

.- Exercise: Completing a Shipper’s
: Declaration for Dangerous Goods
Group Exercise:
In your group, l.lﬂ'lﬂ H'IE same
example used in paumghg
- Determine what is the
required and appropriate
documentation

* Fill out or create the required
‘documentation and include it

with your package
Your packaging and
documentation will be checked
by another group
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Shipping Infectious Substances & Biological
Specimens

GE;‘; Authorizing Shipments
Discussion:
In your group, discuss

—Who at your facility is
authorized to approve
the shipment of
samples?

- What needs to be
considered in
determining whether to
approve a shipment
from your facility?

Administrative Controls: Authorization, Training,
Security & Program Management

Who at your facility is authorized to approve the shipment of
samples?

What needs to be considered in determining whether to
approve a shipment from your facility?
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Shipping Infectious Substances & Biological
Specimens

~@- Material Transfer Agreement (MTA)

GERMC

A material transfer agreement is a contract between the
sender and recipient organizations

- Defines the nghts and responsibilities of each
= Provides a record of the transfer

Issues with sharing materials that may be addressed in
a MTA include:

— Ability to publizh / academic freedom
- Cwnership of materials fo be shared
-~ Cwnership of intellectual property

— Further distribution of materials

— Liability

Review of Example NIH MTA's
— Simple Letter Agreament
= Uniform Biclogical Material Transfer Agreement

Page 74

Administrative Controls: Authorization, Training,
Security & Program Management

Definition of a Material Transfer Agreement (MTA):




Shipping Infectious Substances & Biological
Specimens

%
!

GERMC

Import, Export, and Biosecurity
Regulations

* Many countries have import regulations requiring

recipients to get a permit prior to importation

— Helps expedite clearance of infectious matenals through
customs

* Export controls and export licensing help facilitate

Ie?;timate trade and ensure compliance with
international treaties
— Some countries abide by Australia Group recommendations
for export contrals
— Biological and Taxin Weapons Convention requires State
Parties to:
+ Pravent the transfer of matarials which maght assistthe manufaciura,
arany means of acquinng bickegecal weapons (Articks (I}
- gpaﬂt:g tr%c.lrszulicnnst\ Security Council Resolution 1540 requires all

= Estabksh and maintain appropriate effective national export and
trans-shipment controls

* National biosecurity regulations

— Typically require approval of recipient prior o shipment

Administrative Controls: Authorization, Training,

Security & Program Management

List some key considerations for Import and Export

requirements:
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Shipping Infectious Substances & Biological Administrative Controls: Authorization, Training,

Specimens Security & Program Management
ﬂé_ What Requires an Impurt Permit Thes_e are some examples of mgterials that req_uire import
' . o permits in the US. Other countries may have similar
GERMC into the US? requirements.
4 UsDA
- Etiologic agents + Infectious agents of If you are shipping one of these items to the US, who is
{human pathogens) lvestock responsible for obtaining the necessary import permit?

« Human and animal  * Biological materials
specimens with a containing animal material

suspected human *» Tissue culture containing
pathogen growth stimulants of bovine

ar other livestock origins
* Host & Vectors of :
: + Any animal socurce matenal
human disease

» Non-Human
Primates
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Shipping Infectious Substances & Biological
Specimens

;E; For All Shipments, Consider:

« |s an import and/or an export permit
needed?

« Material transfer agreement or other
agreement to share materials prior to
shipping?

« Documentation indicating recipient is
authorized to have material?

Administrative Controls: Authorization, Training,

Security & Program Management

Questions to consider for all shipments:

Is an import and/or an export permit needed?

Material transfer agreement or other agreement to share
materials prior to shipping?

Documentation indicating recipient is authorized to have
material?
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Shipping Infectious Substances & Biological
Specimens

State and Operator Variations

et ]
BT DR 1. D0 GG-Ce. Sl 10N ] |, PG WP, a0, MUG-ED.
makal;

RO Al ARG ARSE BADE, CAGE AT, §RAT, EEGE.
GF-Oed. PADL WD BC-1 |, D3 A0, OB, JO08, WD, ). Db B0 WD

. e O. AT - D OG0 PR D0 SR RO, SO, Sy 08
TR AR, F-ORTDN, LG, LI, W, e

200 Veriatians Filed by Blales 203 Cpmrater Yarlalions

BB B RS ST REE Y i l.tlﬂe_-orm PEes HasEey e
-~ - e MR . e bl -
——

U122 Shipper’s Declarson must
hawe this 3 hoair smergency resprni
Bl muinber

1 Oparat 1
FE- 12 Shippers Decliratons st be ipe
writien or cumpuicr gmeraied. Handweiiion
dorrea will rast b accayed.

Mote: State and operator variations add further
restrictions that are applicable only to country or
carrier.

Administrative Controls: Authorization, Training,
Security & Program Management

You may need to research and Review with your State and
Operator variations that may apply to your county/region.
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Shipping Infectious Substances & Biological
Specimens

e Training Requirements

+ General
Awareness/Familiarization

E
24
g g
%

-

Record Keeping

+ Testing

« Employer certification
Valid for 2 years

Update when regulations
nhame

-

Administrative Controls: Authorization, Training,
Security & Program Management

Additional Training Requirements:
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Shipping Infectious Substances & Biological Administrative Controls: Authorization, Training,
Specimens Security & Program Management

List some security requirements:
! Security Requirements .

DANGEROUS GOODS SECURITY IATA 1.6 .
Handiers of high consequence DGs should have a security plan. Plan must
be based on nigk assessment. Basic elements of a8 sacurity plan
— Specific allesation of respansibilities and autharities °
— Record keeping _
- Review of current operations and risk assessment
= List of mitigation measures (training policies, upamlruplwtlm
response to higher threat conditions, personnel verific
access controls, amtplmriand uﬁwmlhmmm
rlice Securly risks.
— Procedures for reporting and dealing with security threats, breaches
and incidents
— Performance measures and pericdic review and updata plan
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Shipping Infectious Substances & Biological
Specimens

Elements of Program Management

Training program
Records retention
Written security and safety plans

Emergency response plan
erte_n_'l policies that ensure:

- ’;ha.ppmplmw and paperwork in place prior to

— packages are prepared in such a manner that they amive at
their destination in good condition and present no hazard to
persons or animals during trangport

Access control (secure storage)
Personnel assurance

Administrative Controls: Authorization, Training,

Security & Program Management

Record key elements of program management:
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Shipping Infectious Substances & Biological Administrative Controls: Authorization, Training,
Specimens Security & Program Management

Key considerations when selecting a carrier:

Who is Going to Transport it?

Select a carrier that can provide appropriate
security
— Ensure reliable and trustworthy people handle
the package
— Control access to transport facilities, docks, and
vehicles

— Track shipping progress
— Provide ongoing security training for employees

Verify that recipient receives package as

expected
— Email or fax since receipt is
i _Im pt
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Shipping Infectious Substances & Biological Review
Specimens

Shipping Infectious Substances &
* Biological Specimens

To wrap-up, let's discuss what we
learned. . .
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Shipping Infectious Substances & Biological Review

Specimens
g é a _ Notes:
! Shipping Overview
Before Shipping Program Management

™ Sy erarereksot - vermcaton of recept
— Delerming the apgrapriale - Incident response
- ammumm - Rec ~.-|

ogulatios Ak ol
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Shipping Infectious Substances & Biological
Specimens

@ Class Exercise: Prepare a Shipping

Exercise:

Working in groups, create a shipping
checklist for your institution covering all of the
steps from deciding to ship through successful
receipt.

Page 85

Create a shipping checklist:




Action Plan

Your learning doesn’t stop with this lesson. Use this space to think about what else you need to do or learn to put the
information from this lesson into practice.

What more do | need to How will | acquire the How will | know that I've How will | use this new
know or do? knowledge or skills? succeeded? learning in my job?

Use space on back, if needed
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