February 19, 2019

Dear National Association of Pharmacy Regulatory Authorities
Attn: Adele Fifield, Executive Director
We are writing to you on behalf of the Canadian Society of Palliative Care Physicians (CSPCP) and the
Canadian Hospice Palliative Care Association (CHPCA) to express our concern for the proposed changes
to the Model Standards for Pharmacy Compounding for Non-Hazardous Sterile Preparations and to
advocate for the unique needs of our patients. These new Standards stipulate that community
pharmacies must use a Before Use Date of twelve hours for pre-filled medication syringes. This has
significant impact on our ability to provide care for patients with palliative care needs in the home,
especially at end of life. Ref 1.
Most patients with a palliative trajectory prefer to have their care provided in the community, including
provision of end of life care in the home. Ref 2. Palliative care in the community is a growing priority for
the public as well as provincial and federal governments. The recently approved National Framework for
Palliative Care in Canada emphasises the importance of supporting patients to die in the community,
including home. Ref 3.
Many patients at the end of life lose their ability to swallow and transitioning from oral medications to
injectable medications becomes necessary. When this occurs, palliative home care teams develop care
plans to ensure injectable medications are available for use in the home to address patients’ symptoms.
There are several options employed by homecare when this happens. First, family members can be
taught to draw up the medications for administration. In many circumstances this is not possible
because they may not live with the patients or are not able to manage this task for a variety of reasons
including physical limitation. The second option is to have community nurses draw up needed
medications in the home, but access can be challenging due to the availability of community nurses,
particularly after hours. In addition, medications are often required immediately, and the patient cannot
wait for a nurse to arrive to receive the medication. The third alternative that home care teams typically
rely on, is to have pre-filled syringes prepared by community pharmacies. This allows patients (and
families) to stay at home until death in situations where that is desired, and there are no other feasible
alternatives for access to these medications. This service is routinely provided by community palliative
care teams throughout Canada as well as Australia and Europe. Ref. 4-7.

The new standards for non-hazardous sterile preparations includes a requirement for disposal of prefilled syringes after 24 hours in order to maintain sterility. However, evidence for requirements of
maintaining high sterility standards in drawing up pre-filled syringes for patients near end of life is
lacking. Current practices of prefilling syringes have been occurring across Canada for a number of years
with no reported adverse outcomes that we are aware of related to either drug stability or microbial
contamination.
We are already starting to see the impact of this new standard in some provinces, and are concerned
about the effect on many more vulnerable palliative patients across the country. In Alberta, the date for
compliance was effective January 1, 2019, and since that time, we have been made aware of numerous
situations directly impacting patients, families and care teams, as described below:
•

•

•

•
•
•

Community based palliative-focused pharmacies have been required to reduce the beyond use
dating for pre-loaded syringes, in some situations limiting it to no more than 12 hours. This has
raised challenges for patients where this is their only option. Not only is there an increased cost
for patients from more frequent dispensing, they have to find ways for the syringes to be picked
up or delivered at increased frequency, which is not always feasible. It has also led to added
burden to family caregivers who may not have been in a position to draw up the medications
and now are tasked with trying to do something for a relative they love without the confidence
or skill required at a particularly critical, and often emotional, time in their lives. It is particularly
challenging for rural remote and elderly patients or patient who lack access to regular
transportation.
Increased logistical challenges by some hospices and community hospitals to ensure medication
bags (e.g. opioid infusions) don’t run out during weeknight or weekends (when pharmacies are
closed), since bags cannot longer be stored for > 12 hours. This has led to some increased drug
wastage, increased pharmacy time to provide more bags and increased nursing time to change
bags more frequently.
Inability to honour patient’s last wishes around staying at home for end of life, due to increased
risk of patients needing to go to emergency departments and hospitals to access essential
palliative injectable medications for comfort.
Sub-optimal symptom control.
Further impairment to quality of life.
Increased risk of diversion in the community.

Our Alberta palliative care colleagues have engaged in dialogue with their provincial pharmacy college in
order to advocate for exceptions to these new rules, but have been told that this is not possible because
the NAPRA rules MUST be followed in all situations.
Our national palliative care organizations, CSPCP and CHPCA, together with our provincial palliative
programs, would like to request that in the absence of evidence that high sterility conditions are
required in this particular patient context, can there be guidance provided by NAPRA to provincial
Pharmacy Colleges to allow for consideration of exceptions in the palliative context?
We would be grateful if we could meet with you to further discuss the implications of these rules in this
vulnerable population, and to consider options that might allow our palliative care providers and

patients the flexibility to still access prefilled syringes for longer durations while meeting the best
evidence.
Thank you for considering our request and we look forward to opportunities to engage in exploration of
how to meet best evidence standards while still providing excellent quality, and desired, patient care.

Dr. Leonie Herx
President
Canadian Society of Palliative Care Physicians
leonie.herx@kingstonhsc.ca

Sharon Baxter
Executive Director
Canadian Hospice Palliative Care Association
sbaxter@chpca.net

cc: Provincial Sections of Palliative Medicine
Dr. Douglas McGregor – BC
Dr. Vincent Thai – AB
Dr. Brian Berger – ON
Dr. David Henderson – NS
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