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1.0 PURPOSE

During the operation of the tissue repository, seswill require shipping to different
locations to meet the needs of users and for guadiitrol purposes. Human Biological
Materials (HBMSs) are a precious and delicate resmuDuring the shipping process, care
should be taken to protect and maintain samplgiiye

2.0 SCOPE

This standard operating procedure (SOP) outlinesgsses for shipping samples within
Canada and internationally. The SOP specifies dengiions that should be followed to
ensure appropriate packaging and shipping of thmgpkes.
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3.0 REFERENCE TO OTHER POLICIES AND SOPS

CTRNet Policy: POL 006.001 Material Request anceRst Policy
CTRNet Policy: POL 005.001 Records and Documemiatio

CTRNet Policy: POL 002.001 Ethics

CTRNet Policy: POL 004.001 Privacy and Security

CTRNet Policy: POL 007.001 Material and Informatidandling Policy
CTRNet SOP 9.1.004 Material Request and Release

ok whE

4.0 ROLES AND RESPONSIBILITY

The policy applies to all personnel from CTRNet nbemrepositories who are involved
in the shipping or receiving of samples.

Tumour Bank Responsibility/Role Site Specific Personnel
Per sonnel and Contact

| nfor mation
Tissue Bank Reviews request, coordinates

Coordinator/Manager sample release, ships sample

5.0 MATERIALS, EQUIPMENT AND FORMS

The materials, equipment and forms listed in thiewong list are recommendations only
and may be substituted by alternative/equivalendlypcts more suitable for the site-
specific task or procedure.

Materialsand Equipment | Materials and Equipment (Site Specific)

Shipping Waynbill

Proforma Invoice

6.0 DEFINITIONS

Dry Ice: The solid phase of carbon dioxide, which is patédy useful for keeping
samples frozen because of its very cold temperatLd®.3°F or -78.5°C.

Waybill: Documentation completed by the shipper of a samigiailing the contents of
the package (shipping manifest) and its destination

Copyright©2008 Canadian Tumour Repository Network (CTRNet). Page 2 of 8



CANADIAN TUMOUR SOP #_?.1.001 vers(;on Iel.O
RESEAU GANADIEN DE _Mat_erla s Request and Re ease
BANQUE DE TUMEURS Sample Shipping and Transportation

Courier: A shipping service with trackable delivery ie. Eeal Express, Purolator or
World Courier (for international shipments).

ProForma Invoice: A legal document between the supplier and théoowsr to describe
the details of a certain commodity. The ProFornvaiite is needed for all international
non-document shipments, and is used for the cusitothe country of destination to
determine the customs value.

Consignee: An individual agency, institution, or organizatitrat receives specimens
and assumes responsibility for storage, disperemagtracking the disposition of
specimens.

7.0 PROCEDURES

The distribution of samples is managed by the reitumour repositories and the
directorate of the regional tumour repositoriesllébtion centres must only ship samples
to qualified /approved researchers or to a desaghttird party laboratory for quality
control analysis. The shipping process should belynitiated after obtaining written
approval from the Director or designate of the oegl repository.

An established and tested shipping procedure enéiaf as inadequate shipping
procedures may lead to the loss of the samplegj@uhl costs for repeat shipments.

Thg _sgfe and legal transport of patient specingehased on the following mandated
activities:

= Classification and naming of the material to bepkd,

= Selection of packaging that will contain the comgehthe package is damaged,

= Packing the shipment correctly,

= Placing appropriate markings and labels onto therqackage,

= Documenting relevant aspects of each package swdritents, and

= Training individuals about the requirements for rppiate packaging and shipping
of diagnostic specimens and infectious substances.

7.1  Appropriate Packaging and shipping conditions

1. Packaging must be appropriate for the transpontatfgerishable goods. Contents of
the package may be categorized as being dangerdushazardous and so
packaging must conform to transportation regulai@onsulivww.iata.org for
appropriate labelling and packaging required.
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IATA has defined a “patient specimen” as mater@lected directly from human or
animals for diagnostic, treatment, prevention, gtiggational or research purposes.
Patient speciments have to be categorized as Ggtdg€@ategory B or Exempt
Specimens.

A Category Asubstance is "an infectious substance which ispartedn a form
that, when exposure to it occurs, is capable oficgupermanent disability, or life-
threatening or fatal disease to otherwise healthngdns or animals™

A Category Bsubstance is "an infectious substance which doemaeet the criteria
for inclusion in Category A". Typical clinical oaient specimens being shipped for
routine culturing or other testing for a non-Catgga infectious microorganism or
suspected of containing a non-Category A infectimigoorganism are examples of
Category B substances.

Exempt human or animal specimenre those for which there is "minimal likelihood
there are pathogens present”

. Patient material shipped from the tumour bank wdalldunder the Exempt human or
animalcategory and does not need special identificgtidsh number) or strict
packaging requirements. However, the samples neushipped in a leakproof
primary container, a leakproof secondary contaialesprbent material between the
two and an outer packaging.

. Ship all frozen products in cryovials and frozeatsms (in slide shippers) on dry ice.
Dry ice is classified as a dangerous substanceeeds to be sent in a double
insulated shipper (styrofoam container in fitteddt®ard box). Dry ice must NEVER
be placed into a tightly sealed container (explo$iazard); the packaging must allow
the release of CO

5. Ship all refrigerated products on frozen gel paokissulated shippers.

6. Ship paraffin blocks and slides with paraffin sect at room temperature.

7. To prevent damage during shipping and ensure leakponditions, cryovials must

be inserted in cardboard or plastic vial shipp@itass slides must be inserted in slide
shipping cassettes to prevent breakage and damage.

. The quantity of samples to be shipped will affbéet size of the packaging. Add
sufficient refrigerant to maintain desired temperathroughout the shipping cycle.
Use sufficient dry ice to ensure that the sampleraimain frozen even if delayed in
transit for 48-72 hours.

. Tape and seal the packaging securely to prevemtermation of refrigerant and
provide additional security for the contents.

10. Affix appropriate labels required to comply withighing regulations and to ensure

timely and proper shipping protocol. eg. dry iceldmtion sticker, “Keep Frozen”
sticker etc.
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11.Before use, validate packaging to make sure iblis 80 maintain appropriate
conditions of temperature, humidity, light sensitiystructural quality and spill
containment if relevant.

7.2  Appropriate Supporting Documentation

1. Contact the courier to establish what supportingudzentation is needed to ship the
sample to the specified destination. For intermaichipments, research any new
regulations that may have been adopted or speeialifs that are needed for that
destination.

2. Complete shippers Waybill and ProForma Invoicepftmvide contact information
and to declare nature of contents to customs apdat®ry agencies). For shipments
to the United States, include a letter to the Whi¢ates Department of Agriculture
(USDA) to declare the presence or absence of pessiimtamination with any
pathogenic agents if relevant.

3. Dryice is a Class 9 dangerous good, and requoepletion of a shipper's
declaration.

7.3  Appropriate Courier
1. Identify and build a relationship with a courieatitan consistently deliver frozen
shipments within 24 hours.

2. To insure package is traceable use establisheiecosuch as FedEx, Purolator or
World Courier.

3. Assess and choose couriers for following charesties:
* Reliability

» Experience with and ability to routinely ship bigics and HBMs to national and
international destinations

» Ability to provide online tracking of shipments
» Knowledge about relevant transportation regulatems permits.
» Existence of established, standardized paperwadrapanying shipments

» Efficient customer service ensuring that unforesglays and deviations are tracked
and communicated to relevant personnel.

» Customer service agents capable of troubleshoatidgexpediting shipments in
accordance with temperature and time sensitivityhhefsamples.

* Willingness to “top-up” dry ice in the package retevent of a delay in transit
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7.4

Shipping Log

1. Maintain a shipping log to record receipt and disis@ation of shipments.

7.5

1.

Track the following items:

* Invoice number

» Waybill number for tracking package
* Recipient/Source

» Date received or shipped

» Courier name and contact information
» Sample description

* Quantity shipped

* Researchers Name

e Study Name

» Confirmation of delivery.

Shipping Procedure
The day before the shipment is to go out, verijt there is an adequate stock of dry
ice available.

Before scheduling a pick-up, assemble packagingmahtrefrigerants, samples to be
shipped, accompanying documentation, shipping decwation and permits (as
outlined in section 6.2 of this SOP.

Contact shipper to schedule package pick-up.

4. Verify that all shipping information, contacts aredjuired documents are accurate

and complete.

It is optimal to specify to whose attention thepshént is being delivered. This
measure should prevent the shipment from arrivimjleeing held in the receiving
department for too long.

6. Retrieve samples from storage and keep frozen yicdmuntil packaged.

7. Use appropriate safety procedures when handlingcdrgr when retrieving samples

from liquid nitrogen containers.

Document sample retrieval in repository databaskecamplete shipping log
according to established procedure.

Verify that samples match researcher’s request.
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10.Package samples as is appropriate (see sectiaf this SOP).

11.Contact (call or e-mail) consignee to provide theith Waybill number and inform
them that package has been shipped. Give thentiamaesd delivery time so that
they can anticipate arrival of the sample.

12.Track delivery using the online tracking capabitifythe courier to monitor shipment
and expedite sample if delayed by customs or régylagencies.

13.Timing of shipping (to prevent delays in-transit):

» Schedule pick-up early in the day so that the pgelgoes out on the earliest
flight available.

» Schedule pick-up for early in the week (Monday ae3day) to prevent
delays in shipment or delivery due to the week-srftedules.

» Do not ship just before a holiday long week-end asually translates into
delays in transit.

* Be aware of public holidays in the province or doyiof destination to plan
for optimal shipping dates.

7.6  Test Shipment

1. In some situations, especially for extremely prasisamples or when shipping to a
new destination, repositories may choose to sdedtahipment with approximate
characteristics of the actual shipment. This preceay identify potential obstacles
that could arise. It allows for corrective actidgase implemented, thus ensuring
more successful shipment.

8.0 APPLICABLE REFERENCES, REGULATONS AND GUIDELINES

1. Declaration of Helsinkihttp://ohsr.od.nih.gov/helsinki.php3
http://www.wma.net/e/policy/b3.htm

2. Tri-Council Policy Statement; Ethical Conduct foedearch Involving Humans;
Medical Research Council of Canada; Natural Scieaoel Engineering Council
of Canada; Social Sciences and Humanities Res€ehcil of Canada, August
1998. http://www.pre.ethics.gc.ca/english/policystatemgolicystatement.cfm

3. Human Tissue and Biological Samples for use in Rebe Operational and
Ethical Guidelines. Medical Research Council Etldesies.
http://www.mrc.ac.uk/pdf-tissue quide fin.pdf

4. International Air Transport Association (IATA)
(http://www.iata.org/index.htm)
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5. Best Practices for Repositories I. Collection, &gerand Retrieval of Human
Biological Materials for Research. Internationati®ty for Biological and
Environmental Repositories (ISBERitp://www.isber.org

6. National Bioethics Advisory Commission: Researalolaing human biological
materials: Ethical issues and policy guidance, Y/dReport and
recommendations of the National Bioethics AdvisGommittee. August 1999.
http://bioethics.georgetown.edu/nbac/hbm.pdf

7. US National Biospecimen Network Blueprint
http://www.ndoc.org/about ndc/reports/NBN comme.a

8. Qualman, SJ. et al. Establishing a tumour bankkibgninformatics and ethics.
Br. J. Cancer (2004). 90-1115-1119.

9. L.D. Gray and J.W. Snydg006) Practical guidance to facilitate compliance
with current international regulations that govtra packing and shipping of
dangerous goods. Chapter 21 in Biological Safeiyciples and Prcatice™4
edition, ed. D.O. Fleming and D.L. Hunt.
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