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How U.S. Clients with Canadian Trials Save Time and Money
Getting drug approval is a long process and the road
to success is crowded by others who are also vying
to be the first place finisher. There are currently
more than 17,000 clinical trials in Canada alone, with
close to 60 percent of those located in Ontario,
according to Clinicaltrials.gov. If you are a U.S.
manufacturer with trials in Canada, time is a luxury
you just don’t have.

Depot and Logistics

U.S. companies with clinical trials in Canada who
work with a U.S. depot may be wasting precious
time and money when you consider the customs
paperwork, international shipping costs, broker fees,
and potential delays at the border.

Bellwyck has facilities in both the U.S. and Canada,
which allows it to perform labeling, storage and
distribution services in the country that is closer in
proximity to the bulk manufacture location or the
clinical trial sites. By having locations in both U.S. and
Canada they can ship domestically overnight directly
to investigators without border crossings and
customs clearance. If the site is located in the
Greater Toronto Area (GTA), delivery can be same
day from Bellwyck’s Burlington depot when
warranted.

There are often other components that go into a
trial, Bellwyck can source (from Canadian suppliers
when required), store, and distribute comparators,
rescue medications, concomitant medications, or
ancillary supplies to further support its clients.

If your trial requires the use of product classified as
dangerous goods (some hazardous pharmaceuticals,

flammable materials, etc.), Bellwyck has trained staff
and internal processes in place to handle and ship
the dangerous goods across Canada.  Often U.S.
Drug manufacturers who use U.S. depots to deliver
dangerous goods must ship by air to get the drug to
the Canadian site in a timely manner, bringing much
higher transportation costs. With Bellwyck’s
Burlington location within close proximity to the
majority of Canada’s trials, trial drugs classified as
dangerous goods can be shipped ground overnight
or same day if within the GTA.

If a U.S. client has product that is made in Canada,
Bellwyck’s Burlington location will export product to
U.S. as well. The company has contracted carriers,
the ability to generate export documentation, and
uses specialized brokerages in U.S. and Canada to
clear the shipment.

Cold Storage and Shipment

The company has significant expertise in the field of
cold chain logistics and, depending on specific
product requirements, offers controlled room
temperature, refrigerated (2° C to 8° C), and frozen
(-20° C and -70° C) cGMP compliant storage
solutions for clinical trial materials.

Staying within approved temperature limits during
storage as well as during transport is critical to the
quality, safety, and efficacy of the drug.
Understanding this, Bellwyck uses Credo brand
shipping coolers to protect and safely transport
temperature-sensitive materials. The coolers, after
use, are automatically picked up at the site by
Bellwyck’s carrier and brought back for recycling –
relieving the site of the job of managing the waste
resulting from use of a single-use pack-out while
providing an environmentally friendly service.

At other times cooling isn’t required. Winters in
Canada can be frigid and sometimes it is necessary
to prevent a product from freezing during transport.
Bellwyck offers a heated truck service in the winter
to prevent sensitive materials from freezing.

Bellwyck evaluates each situation to determine the
best shipping method.
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Special Access Programs /
Compassionate Use Drugs

In certain situations Health Canada and/or the FDA
allows the use of a non-approved drug outside of a
clinical trial. Special Access Programs in Canada or
Compassionate Use Drugs in the U.S. allow a
specifically named patient to get access to a drug
when their disease is life threatening, no other
effective treatment is available or the patient isn’t
eligible for clinical trials of the drug, etc. At times a
protocol may be approved that will allow a number
of people to have access if conditions of the program
are met.

The uniqueness of these programs often means that
special handling, labeling and logistics requirements
must be respected that may differ from those
routinely required for of investigational drugs.
Bellwyck is experienced in handling ad hoc and
multiple access Special Access Programs /
Compassionate Use Drugs.

Returns and Reconciliation

When the study is over, the clinical study drugs must
be destroyed. Bellwyck will receive used or surplus
clinical trial material, process the return verifying
what they received matches what should have sent
back and hold it for as long as the client requires.
Bellwyck offers three levels of inspection: site level,

number of kits, and individual medication numbers.
They will reconcile the numbers from randomized
blinded drug trials when the product is returned. If
this was already done at the site, they can verify the
count of the drug or the box if it is fully sealed.

Bellwyck offers each of its services as a standalone
service to clients. Even if a U.S. client used a U.S-
based depot to ship the drugs to Canada initially, it
makes economic sense to use Bellwyck for returns
and destruction. This avoids shipping returns across
the border. Why pay international shipping costs for
waste?

Once a return has been reconciled and has been
approved for destruction, the products are
separated into their respective waste streams -
hazardous pharmaceutical, non-hazardous
pharmaceutical, biologics, aerosols, etc. Bellwyck will
manage the destruction process and obtain a
certificate of destruction for the client.

Learn More Today

From labeling through destruction, Bellwyck has the
specialized knowledge to ensure the successful
execution of your clinical program. To learn more
about the services offered, call Angela Rego at 716-
250-6606 or email her at
clinicalservices@bellwyck.com.


