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ACTG/ IMPAACT Biological Substance, Category B SHIPMENTS Checklist

Refer to the ACTG/ IMPAACT Network Guidelines for Shipping and Receiving Biological Substance, Category B
Specimens for shipping instructions:
https://www.hanc.info/labs/labresources/procedures/Pages/actglmpaactLabManual.aspx
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Determine type of shipment:

11

1.2

13

1.4

Category B Biological Substance -ambient (complete section 5.1)
Category B Biological Substance -refrigerated (complete section 5.2)
Category B Biological Substance - dry ice (complete section 5.3)

Category B Biological substance - approved LN2 dry shipper (e.g. MVE Cryoshipper Extra
Capacity-VSS IATA Dry Shipper. Complete section 5.4)

Use Packaging appropriate for shipment type:

2.1 Category B Biological Substance Shipper or equivalent (e.g., STP-200, STP-210, STP-250,STP-270,
STP-302, STP- 308, STP-309, STP-320, STP-340)

2.2 Repository “Suitcase”

2.3 Approved LN2 dry shipper (e.g. MVE CryoShipper Extra Capacity-VSS IATA Dry Shipper)

Paperwork

3.1 Provide an LDMS Diskette or CD (place in disk/CD mailer)

3.2 Provide an LDMS shipping manifest for all boxes. Shipping manifest(s) must exactly match the
label information and order in the associated shipment, including the global specimen IDs.

3.3 Provide an LDMS Box map for all boxes. Box maps must exactly match the label information and
order in the associated shipment, including the global specimen IDs.

3.4  Provide any required CRFs. Confirm with the receiving lab if CRFs are required. Do NOT send

CRFs to the Repository.

Courier Information and Notification:

4.1

4.2

4.3

Record Courier Service on ACTG/ IMPAACT Specimen Shipment Notice.

Record Courier Airbill number on ACTG/ IMPAACT Specimen Shipment Notice.

Advance Notification of shipment must be made to the recipient.

4.3.1 FAX or email notification using a properly completed ACTG/ IMPAACT Specimen
Shipment Notice document.
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If a FAX notification is not possible, then email notification is allowed, if pre-approved by
the recipient. It is advised that your laboratory request a return e-mail to confirm receipt as
these e-mails are not automatically returned. If return email is not received, continued
efforts to contact the recipient are required.

Packages should not be shipped if advanced notification is not possible. Refer to the LPC
for additional contact information.

Completed ACTG/ IMPAACT Specimen Shipment Records must be maintained for at
least two years.

5.0 Packing Instructions

5.1 Ambient Biological Substance, Category B Specimens

[] 5.1.1

[] 5.1.2

[] 5.1.3

[] 5.1.4

[] 5.1.5

Confirm you are using the correct packaging [NOTE: STP-200, STP-210, STP-250, STP-
270, STP-302, STP- 308, STP-309, STP-320, STP-340 or equivalent] are acceptable
examples. Do not mix components from different shippers or manufacturers. Infectious
shippers may be used for Category B Biological Substance shipments, but outside labels
and markings must be modified to satisfy requirements for Category B Biological
Substance shipments.

Note: if the shipment will be exposed to extreme temperature conditions, use an
insulated shipper or overpack.

Make sure primary container (e.g. Vacutainer or vial) is correctly labeled with PID, Date,
Protocol, and VID.

Place primary containers in a leak proof secondary receptacle with sufficient absorbent
material to contain the contents in the event of breakage. Multiple primary containers
must be separated using bags, bubble wrap, cardboard grid or absorbent material to

prevent contact between primary containers during transit.

Place the secondary receptacle into a strong outer fibreboard container (minimum
dimension of one rigid side is 3.94” or 10.0 cm).

Place paperwork (CRF, manifest, etc) and shipping diskette/CD (if provided) between the
secondary and outer packaging such that it will not be destroyed in the event of
breakage.

Seal the fibreboard box and label the outside of the box with the following:

5.1.6.1  Sender and Recipient address labels with phone numbers

5.1.6.2  Responsible Person label

5.1.6.3 UN3373 Biological Substance, Category B label
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5.1.6.4 Completed airbill, import permit, and commercial invoice document must be
placed in transparent pouch on outside of packaging. Multiple copies of
documents may be required for international shipments.

5.2 Refrigerated Biological Substance, Category B Specimens

[] 5.2.1

[] 5.2.2

5.23

524

5.2.5

5.2.6

OO o o O

5.2.7

]

528

Confirm you are using the correct packaging [NOTE: STP-302, STP- 308, STP-309, STP-
320, STP-340 or equivalent] are acceptable examples. Do not mix components from
different shippers or manufacturers. Category A Infectious shippers may be used for
Biological Substance, Category B shipments, but outside labels and markings must be
modified to satisfy requirements for Biological Substance, Category B shipments.

Make sure primary containers (e.g. cryovials) are correctly labeled with a LDMS
generated label (PID , Global Specimen ID (for specimen dates after September 1, 2005;
not required for hand-written specimen labels) , Protocol Number (s) , Specimen Date,
Primary/Additive/Derivative/Sub-Add-Der , Specimen Time (24 hour) , Two-dimensional
LDMS-generated Barcode (for specimen dates after October 1, 2008)) and sorted
appropriately in a 2” or 3” fibreboard box with column/row delineations.

Record LDMS Shipment Number (batch number), box number (if more than one box in
batch), Lab or Clinic Site #, and orientation mark on the top and bottom of each box.

Place one rubber band around each specimen box with sufficient absorbent material to
contain the contents in the event of breakage..

Place each box in a leak proof secondary receptacle.

Place the secondary receptacle into a strong outer container.

Add sufficient refrigerated/frozen gel packs to fill the space between the secondary
container and the outer box. Interior support must be provided to secure the secondary
packages in the original position (IATA packing instruction 650).

Place paperwork (CRF if required, shipping manifest, box report) and protected shipping
diskette (if provided) in a paper or plastic envelope between the Styrofoam lid and outer
box lid such that it will not be destroyed in the event of breakage.

Tape the outer box closed with packing tape and label with the following:

5.2.9.1  Sender and Recipient address labels with phone numbers

5.2.9.2 Responsible Person label

5.2.9.3  UN3373 Biological Substance, Category B label

5.2.9.4  Completed airway bill placed in transparent pouch

5.2.9.5 If shipping to USA from international sites, copy of CDC import permit and
commercial invoice in transparent pouch with airway bill.

5.3 Biological Substance, Category B Specimens on Dry Ice. (see Guidelines sections 5.0-7.0)
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Confirm you are using the correct packaging [NOTE: STP-320, STP-340 or equivalent] are
acceptable examples. Do not mix components from different shippers or
manufacturers. Biological Substance, Category A (STP-310) shippers, may be used for
Biological Substance, Category B shipments, but outside labels and markings must be
modified to satisfy requirements for Biological Substance, Category B shipments (IATA
packing instructions 650).

Make sure primary containers (e.g. cryovials) are correctly labeled with a LDMS
generated label ((PID, Global Specimen ID (for specimen dates after September 1, 2005;
not required for hand-written specimen labels), Protocol Number(s), Specimen Date,
Primary/Additive/Derivative/Sub-Add-Der, Specimen Time (24 hour), Two-dimensional
LDMS-generated Barcode (for specimen dates after October 1, 2008) and sorted
appropriately in a 2” or 3” fibreboard box with column/row delineations.

Record LDMS Shipment Number (batch number), box number (if more than one box in
batch), Lab or Clinic Site #, and orientation mark on the top and bottom of each box.

Place one absorbent sheet around each specimen box and secure with a rubber band.
Place each box in a leak proof secondary receptacle.

Place the secondary receptacle into a strong outer container.

Add sufficient dry ice to fill the space between the secondary container and the outer
box. Do not add dry ice to the secondary container. Interior support must be provided
to secure the secondary packaging(s) or packages in the original position after the ice or
Carbon dioxide, solid (dry ice) has been dissipated (IATA packing instruction 650).

Place paperwork (CRF if required, shipping manifest, box report) and protected shipping
diskette (if provided) between the Styrofoam lid and outer box lid such that it will not be
destroyed in the event of breakage.

Seal the outer box and label with the following:

5.3.9.1 Sender and Recipient address labels with phone numbers

5.3.9.2  Responsible Person label

5.3.9.3  UN3373 Biological Substance Category B label

5.3.9.4  Dry Ice, Class 9 miscellaneous label (currently acceptable diamond-shaped
labels) and UN1845 label with dry ice weight in kg.

5.3.9.5 Completed airway bill placed in transparent pouch

5.3.9.6 If shipping to USA from international sites, copy of CDC import permit and
commercial invoice in transparent pouch with airway bill.

5.4  Category B biological substance Specimens in an LN2 dry shipper.

Biological Substance Cat. B Shipment InstructionsV3_30June2016 Page 4 of 11



[] O Ooo O

0 O

O o 00

L]

Version 3.0
30 June 2016

NOTE: Do not mix components from different shippers or manufacturers. Refer to LN2 dry
shipper charging instructions provided by the network repository. LN2 Dry shipper charging
process should be started at least 24 hours prior to shipping.

Liquid Nitrogen Dry Shippers are exempted from packaging, marking, labeling and
documentation requirements for liquid nitrogen shipping but the words “Not Restricted and
A152” are printed on the airbill. This indicates that the shipper meets the requirements of
Special Provision A152.

5.4.1 Remove the secondary container when filling liquid nitrogen into the shipper. Pre-cool
the secondary container in liquid nitrogen vapor phase or -70°C mechanical freezer.

5.4.2  Fill the unit to the bottom of the neck and allow the liquid nitrogen to absorb.
5.4.3  Four hours later, repeat with another fill to the same level.
5.4.4  Four hours later (i.e. 8 hours from initial fill) repeat with another fill.

5.4.5 Atleast 16 hours later (i.e. 24 hours after initial fill) and just prior to shipping, pour out
the excess liquid nitrogen. Do not pour out the liquid nitrogen until you are ready to
load the shipper with the specimen boxes. There should be no liquid left inside the
shipping container.

5.4.6 Toinsure that the vapor shipper has absorbed the full capacity of liquid, it is necessary
to weigh the shipper. The empty weight of the unit without the outer plastic container
and inner secondary container is 30 lbs. The full weight should be 47-50 Ibs. This will
allow the shipper to hold the maximum number of days in the vapor phase.

5.4.7 Make sure primary containers (e.g. cryovials) are correctly labeled with a LDMS
generated label (PID, Date, Protocol, VID, Primary/Additive/Derivative) and sorted
appropriately in a 2” fibreboard box with column/row delineations.

5.4.8 Place one absorbent sheet around each specimen box and secure with a rubber band.

5.4.9 Place the boxes (maximum 4) inside the secondary container. Do not force boxes into
metal container. Please contact BRI for further instructions if boxes are too big. Do not
put liquid nitrogen inside the secondary container. Do not use plastic biohazard bag or
envelope. They are not required.

5.4.10 Seal the lid with all six screws using the wrench provided. Do not over-tighten.

5.4.11 Place the secondary container inside the shipper and place lid on shipper. Secure lid
with twist tie.

5.4.12 Place paperwork (CRF if required, shipping manifest, box report) and protected shipping
diskette (if provided) inside the plastic bag and tape to the metal lid.

5.4.13 Buckle the outer plastic shipping container and place tape over the buckles.

5.4.14 Close the lid and buckle the outer plastic shipping container Label the container with the
appropriate labels as follows:
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] 5.4.15 Sender and Recipient address labels with phone numbers
] 5.4.15.1 Responsible Person label
[] 5.4.15.2 UN3373 Biological Substance, Category B label
] 5.4.15.3 Completed airway bill placed in transparent pouch
[] 5.4.15.4 |If shipping to USA from international sites, copy of CDC import permit and
commercial invoice in transparent pouch with airway bill
[] 5.4.15.5 “Dry Shipper Not —restricted” Label. See Appendix B
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Attachment A: Examples of Approved Shippers

STP 320 Refrigerated Diagnostic Shipper
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STP 310 Refrigerated Infectious Shipper

Technical Specifications
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STP 350 Refrigerated Infectious Shipper

Technical Spedfications
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Attachment B: Shipping Material examples
Gel Pack:

MVE Shipper

“Dry Shipper Not Restricted”, Labels, UN3373 diamond label, recipient name and address,

shippers name and address, responsible person name and phone number.
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Attachment C: STP-310 Packing Instructions

= SAFOPAK STP-310

A Cantel Medical Company

Packing Instructions

T
Insulated Chest Lid

Container(s)
(primary)

Poly leakproof ba
(ST¥’-711)p 9

Combined equals
pressure tested
secondary (95 kPa).

Tyvek® Envel
B fyrere

Itemized List of Contents and
Special Handling Instructions

Inner Box (STP-111)

Dry Ice
or” )
SAFOTEMY” ——————————
Thermal Paks
(Outside STP-111)

Fibreboard Box

an
Insulated Chest
(STP-310)
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Phone:  1-800-814-7484 from USA or Canada or Printed in Canada QADOC?264 Rev. 3
780-486-0211 Worldwide
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