Supplementary Table 1: Examples of privacy concerns in consent forms of patient assistance programs, by meaningful consent guideline from
the Privacy Commissioner of Canada

Guidelines for meaningful
consent from the Privacy
Commissioner of Canada®*”.

Common unsatisfactory privacy
issues identified in our review of PAP
consent forms

Example excerpts from selected PAP consent forms

1. Meaningful consent
should specify what personal
information the patient is
consenting to collect, with
sufficient precision for
individuals to meaningfully
understand what they are
consenting to.

No specification provided of what
personal and health information, or
other information is collected. They
do not tell us anything at all; Need to
be more particular and provide
specific services offered.

Or, in other cases, specifics are
provided but then totally undone by
a following open-ended description
with all encompassing personal
information referred to as “other
information”.

“l agree and consent to allow [the pharmaceutical corporation], the
Administrator and Program Personnel to contact me and collect and use my

Personal Information, including health information”
---Takeda Pharmaceutical Company Limited, OnePath® Replagal Enrolment and Consent form (2020).

“The Personal Information disclosed as part of your participation in [the
PAP] may include diagnoses, medical reports, orders, prescriptions, records,
medical histories, findings, prognoses, plans of care and discharge
summaries, billing information, insurance claims, and utilization review
reports. The Personal Information and other information covered by this
Authorization and Consent includes Personal Information and other
information provided to [the pharmaceutical corporation] by you, Providers,

Distributors and Payors.” --—-Alexion Pharmaceuticals, Inc. Canada, Soliris, ONE SOURCE ® TM
Canada, Patient Support Enrolment form (2018).

2. Meaningful consent
should provide clear
information about why / for
what purposes the personal
information is being
collected, used, or disclosed,
in sufficient detail for
individuals to meaningfully
understand what they are
consenting to.

No specification provided; omnibus
statements instead of defining “the
Program” in terms of exactly what
types of services make up “the
Program”.

“..may collect, use, disclose amongst each other and store my Personal
Information for the purposes of determining my eligibility for the Program,
conducting Program related activities and delivering Program services to

”

me.

---Takeda Pharmaceutical Company Limited, OnePath® Replagal Enrolment
and Consent form (2020).

"...“reserves the right at any time without prior notice to modify “the

---3anofl Genzyme Canada Inc., Rare oget er upport rogram Fabrazyme enro ment
Program” ---sanofi G Canada Inc., Rare Together S P Fab I
form (2020).

3. Meaningful consent
should clearly identify with
whom / which parties
personal information will be
shared.

No specification provided of who are
the ‘Program Personnel’; without
defining of the specific audience and
/or users of patient data.

“My Healthcare Providers, the Administrator and the OnePath® Patient
Support Program Personnel (“Program Personnel”) may collect, use, disclose
amongst each other and store my Personal Information.”

---Takeda Pharmaceutical Company Limited, OnePath® Replagal Enrolment and Consent form (2020).




Guidelines for meaningful
consent from the Privacy
Commissioner of Canada®*”.

Common unsatisfactory privacy
issues identified in our review of PAP
consent forms

Example excerpts from selected PAP consent forms

4. Meaningful consent
should provide individuals a
clear and easily accessible
choice for any collection, use
or disclosure that is not
necessary to provide the
product or service — the
ability to opt in or out of
services they wish or do not
wish to receive.

No option for patients to ‘opt out’ of
certain undesirable ‘Program’
services, such as being contacted for
“other limited market research” or
“other commercial purposes”.

“l allow [the pharmaceutical corporation or PAP] to contact me about my PI
or any other information or documentation needed or related to the
Program or to my medical conditions(s) and treatment(s). [the
pharmaceutical corporation and PAP] may conduct other limited market

research”
--Pfizer Canada Inc. Innomar Stategies Vyndagel Patient Support Program Enrolment and Consent form
(version date not provided)

“l understand that [pharmaceutical corporation] will collect, use and share
my Information only where necessary to de-identify it and use it in
performing research, education, business analytics, publications and other
commercial purposes, including by combining my Information with other
data for such analyses.

---Vertex Pharmaceuticals (Canada) Inc. Village Patient Support Program
Enrolment and Prescription Form (Aug, 2021).

5. Meaningful consent is an
ongoing process where
individuals should be
provided information about
when and under what
circumstances consent
should be reviewed. Consent
withdrawal must be easily
accessible, and consent
should be obtained when
making significant changes
to privacy practices,
including use of data for new
purposes or disclosures to
new third parties.

No specification about the duration
of the consent provided; it may
never expire.

While all forms provided the option
of withdrawing consent, this does
not apply to the data already
provided. Patients may have no way
to withdraw their data or have it
destroyed after they sign up. Some
specific language about being able to
withdraw consent at any time and
what happens to data already in the
program at the time of consent
withdrawal would be helpful.
Otherwise, patients will assume
that, if they withdraw, their data are

"l agree to be contacted now and in the future by email, phone or

otherwise, by [the pharmaceutical corporation] "---vertex Pharmaceuticals (Canada)
Inc. Village Patient Support Program Enrolment and Prescription Form (Aug, 2021).

“l understand that any withdrawal of my consent will not be retroactive and
that any activities relating to my Information that has been collected, used,
stored, and/or disclosed by [the pharmaceutical corporation] prior to my

withdrawal will not be affected. ---vertex Pharmaceuticals (Canada) Inc. Village Patient
Support Program Enrolment and Prescription Form (Aug, 2021).




Guidelines for meaningful
consent from the Privacy
Commissioner of Canada®*”.

Common unsatisfactory privacy
issues identified in our review of PAP
consent forms

Example excerpts from selected PAP consent forms

all eliminated - and that may not be
the case.

‘Program’ services can change at
anytime without notifying the
patient about how that might impact
use of their personal data.

“[Pharmaceutical corporation] reserves the right at any time and without
notice to modify the Program, including its eligibility criteria and any other
aspects of the Program”

---Vertex Pharmaceuticals (Canada) Inc. Village Patient Support
Program Enrolment and Prescription Form (Aug, 2021).

6. Individuals have the right
to assess their own risks of
harm and other
consequences and for these
to be clear to them at the
time of consent, such as if
there is the potential for
their data to be used for
commercial purposes or
accessed by foreign
authorities

In order for individuals to assess if
their personal data are at risk of
review by foreign authorities, they
need to know which countries are
involved. No jurisdiction
specification provided on the form;
jurisdictions where the patient data
is stored are not defined.

No specification on who will have
access to patient data because
which countries “outside of Canada”
are not specified.

Data linkages to external databases
may be listed without details as to
what these external databases are or
where they reside.

“l understand that my Information may be collected, used, disclosed, stored,
processed and/or transferred outside of my province/territory or country
and that the laws of those regions regarding privacy may be less stringent

than the laws of Canada and its provinces.”
---Vertex Pharmaceuticals (Canada) Inc. Village Patient Support Program
Enrolment and Prescription Form (Aug, 2021).

“The Personal Information will be protected while outside of Canada;
however, to the extent required under applicable law, your Personal
Information may be accessed by the courts, law enforcement and national
security authorities of that other country.”

--- Alexion Pharmaceuticals, Inc. Canada, OneSource® Patient Support Soliris (eculizumab) Enrolment
and Consent form (2018).

“correlate with external healthcare databases”

---Takeda Pharmaceutical Company Limited, OnePath® Replagal Enrolment and Consent form (2020).

Note: Consent forms were selected based on a few factors including: (a) were they administered in BC clinics to patients with rare diseases; (b)
were the PAPs for a drug therapy that was eligible for case-by-case last resort funding coverage by the BC Expensive Drugs for Rare Diseases
(EDRD) program; (c) were the clinics able to send us copies of the forms and (d) did the clinics respond to the request for copies of the PAP

forms.




