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Response
We appreciate William Sullivan’s well-thought-out
response to our article and fully support the need
for more expertise and support for research ethics boards
(REBs), which in turn would facilitate the process. The key
message we attempted to articulate was that REBs are
made up of dedicated individuals who are often patrticipat-
ing on these boards in addition to their regular academic
duties, and that they need to be better supported to be able
to interpret complex institutional, local, provincial, and
national privacy and ethics standards and policy. We also
understand that REBs might deal with many incomplete
applications that have not thought out or addressed ethical
and privacy issues.
Mr Sullivan indicates that researchers will have prob-
lems with many REBs if they fail to fairly address issues

before submitting applications. Our concerns were that
despite carefully preparing and addressing issues before
submitting our applications, we encountered considerable
variation and delay in our pan-Canadian REB submissions,
and that this was not because REBs were either slow or
lacked expertise, but that the policies themselves were so
complex that interpretation was an issue.

Owing to word limitations for publication and the
need to focus our paper, we were not able to provide
many details, which might have contributed to either mis-
understanding or wrongful conclusions by Mr Sullivan.
Therefore, we welcome this opportunity to fill in some of
the gaps illustrated in Mr Sullivan’s letter.

De-identification is not enough. We agree wholeheart-
edly with Mr Sullivan’s statement that “REBs should not
simply accept the ‘de-identified’ information as enough.”
In our REB submissions we provided research or hard-
ware agreements with the custodians, confidentiality
agreements, standard operating procedures, privacy
codes of conduct, and processes to mitigate the risks of
collecting de-identified data including the first 3 digits
of the postal code. Policy and procedures were devel-
oped to mitigate the risks of re-identification, such as




Letters | Correspondance

masking fields that contained fewer
than 5 items.

Patients’ identifying information
is not available to CPCSSN. The
information extracted from the elec-
tronic medical record is stripped of
identifiers. The CPCSSN key, which
does contain patient identifiers, is
kept within the secure practice envi-
ronment; that is, it is kept by the cus-
todian of the data (the physician).

Acceptable risks. When we state,
“There is always a trade-off between
utility and security, therefore, and
a small risk of identification,” we
are describing the acceptable risks
needed for surveillance. That is,
explicit consent is not useful for sur-
veillance projects; instead, we used
“social contract consent” where peo-
ple are informed generally about the
research.! Social contract consent
is acceptable in low-risk situations,
such as when extracting de-identi-
fied health data.! The benefits of this
type of consent outweigh the risks
with surveillance studies using de-
identified data. Obtaining informed
consent creates research bias in
observational studies.? For the pur-
poses of this project, social contract
consent was required to obtain a
representative sample. The CPCSSN
project provides information to all
patients at participating practices
through posters and information bro-
chures, and provides contact details of
the research team and REB contacts
in each location who patients may
contact if they have issues or wish to
“opt out” and request that their infor-
mation be withdrawn from the project.

Respect for privacy. In response
to the concern that not obtaining
informed consent does not show
enough “respect” for a patient’s pri-
vacy: the Tri-Council Policy Statement
requires REBs as well as those doing
research with human data to be in
compliance with applicable legisla-
tion as it interprets the Tri-Council
Policy Statement recommendations.

In that regard, CPCSSN’s demonstra-
tion of “respect” for data subjects is
apparent in a number of ways, com-
mencing with the implementation of
organizational, physical, and tech-
nological safeguards for the CPCSSN
data that are de-identified within the
practice environment. These safe-
guards are described in our paper. In
addition, CPCSSN is providing custo-
dians (who hold the legal responsi-
bility for ensuring that their handling
of patients’ personal health informa-
tion is in compliance with applicable
privacy legislation) with substantial
information and support (including
contact information for CPCSSN's
Research and Privacy Ethics Officer).
The process described in the article
was consistent with the applicable
legislation as it applies in each par-
ticipating province.
—Jyoti A. Kotecha MPA CChem MRSC
Kingston, Ont
—Donna Manca MD MCISc FCFP
Edmonton, Alta
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Make your views known!

To comment on a particular article, open the article at
www.cfp.ca and click on the Rapid Responses link on
the right-hand side of the page. Rapid Responses are
usually published online within 1 to 3 days and might
be selected for publication in the next print edition of
the journal. To submit a letter not related to a specific
article published in the journal, please e-mail letters.
editor@cfpe.ca.

Faites-vous entendre!

Pour exprimer vos commentaires sur un article en
particulier, ouvrez l'article a www.cfp.ca et cliquez
sur le lien Rapid Responses a droite de la page. Les
réponses rapides sont habituellement publiées en
igne dans un délai de 1 a 3 jours et elles peuvent étre
choisies pour publication dans le prochain numéro
imprimé de la revue. Si vous souhaitez donner une
opinion qui ne concerne pas spécifiquement un
article de la revue, veuillez envoyer un courriel a
letters.editor@cfpe.ca.




