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How to Obtain Informed Consent
Recruitment of patients is an important part of each study. This booklet will
explain the steps that are taken to obtain informed consent from the patients,
starting from identifying potential study patients to written consent.
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Flowchart

I. Identifying eligible study patients
A. Inclusion and Exclusion Criteria
What are they?
In order for patients to participate in the studies, they must have certain characteristics that would
make them eligible to participate. These characteristics are called inclusion criteria and the patient
must have all of the inclusion criteria to be eligible.
There are characteristics called exclusion criteria. If the patient has any one of the exclusion criteria,
the patient will not be eligible to participate.
Please be cautious whenever you determine the eligibility of the patient. It is strongly advised that you
check with the surgeons before you reach out to the patient, as there may be details about the patient
that are not listed in his or her medical file.
Where are they found?
The inclusion and exclusion criteria are listed in the protocol of each study. You may find the protocols
in the study binders on the shelf or on Section 9.1A on RISe if you have access to the ethics application.
Please see Appendix A for an example of the inclusion/exclusion criteria for a study.
Furthermore, there is a “cheat sheet” of inclusion and exclusion criteria of the cancer studies located on
the tacked board. Copies were given to the surgeons. Please update the list when appropriate.
It is recommended that you familiarize yourself with the inclusion and exclusion criteria for each study. If
time permits, you may even want to memorize the criteria (if you have not already done so). Review
these criteria whenever you are determining the eligibility.
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B. Methods of identifying potential study patients
There are three commonly used methods to identify potential study patients:
1.
2.
3.
4.

Outpatient Department (OPD) day sheets
Operating Room (OR) slates
Waitlists (not often used)
Plexia Database

OPD Day Sheets
The surgeons will see their patients at the OPD for a consultation visit (if the patient is a new patient) or
follow-up appointments before or after their surgery and post-op appointments immediately after their
surgery (for existing patients). The surgeons have a list of patients that is generated from Plexia, which
is called a day sheet. During these clinics, the surgeons will hand-write notes in the boxes on the right
side of the day sheet for each patient and give the day sheet to their secretaries. The secretaries may
photocopy the day sheet for you and place it in the research student folder (yellow) in the secretaries’
office. Please see Appendix B for an example of a day sheet.
JL’s tip: Secretaries’ preferences for day sheets
LeVan (Dr. Phang’s secretary) will photocopy the day sheet and place it in your box. You will
receive the day sheet the day after his clinic.
Anne (Dr. Raval’s secretary) will photocopy the day sheet. You will receive the day sheet a few
days after his clinic.
Giang (Dr. Brown’s secretary) will photocopy the day sheet. You will receive a few day sheets
together about a week after clinic.
Vicki (Dr. Karimuddin’s secretary) will give you the original copy of the day sheets in bunches.
What do I do with the day sheet?
At times, the surgeons may already identify potential study patients on the day sheet. The surgeon will
write the nickname of the study near or in the hand-written box for the patient, which indicates that the
patient is a potential study patient. This often happens for more complex studies (e.g. Cook Myosite or
Cook Hernia) and less so for more straightforward studies (e.g. NeuroVISION, C4).
Most of the time, however, the surgeons may not have already identified potential study patients on the
day sheet.
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How to identify potential study patients
The best way to identify study patients is to look for key words on the day sheet. The key words may be
written in the hand-written box or in the set of typed notes on the left of the hand-written box. The key
words will depend on the study. Here is an example of a table of common key words for studies
conducted during 2016-2017:
Study name

Key words

Cook Myosite

FECAL INCONTINENCE, manometry

Cook Hernia

Hernia repair, parastomal hernia, incisional hernia

NeuroVISION

Patient >65 years of age, scheduled for “big” surgery (see below)

C4

Rectal ca, colon ca

TaTME Registry

TEM assisted low anterior resection

It will take some practice to identify patients on the day sheet. After a while, you will start to see
patterns.
When you see the key word, you may want to check the patients’ medical file on Sunrise Clinical
Manager (SCM) or on Plexia and read the OPD reports to double-check eligibility. Please review the
inclusion and exclusion criteria when determining eligibility. If you believe that a patient may be eligible
for a study, send the appropriate surgeon a memo on Plexia inquiring about their eligibility. Often times,
the surgeon will get back to you in a few days with an answer to your question.
If you believe that a patient is eligible but it was answered “no” (and you have carefully reviewed the
patient’s medical file), you may memo the surgeon back with reasons why you think the patient may be
eligible. Conversely, if you believe a patient is not eligible, but was answered “yes”, you may memo the
surgeon back with a reason why you think the patient is not eligible.
IMPORTANT: You must review the medical file of the patient to double-check the eligibility of the
patient after receiving the marked day sheet.
JL’s tip: Alternative methods of checking eligibility of patients
If the matter is time-sensitive, you can email the surgeons instead of leaving the day sheet in
their boxes. In your email, you should include:
●
●
●
●

Full name of patient
Date of birth
The study that the patient may be eligible for
When the patient was last seen by surgeon
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OR Slates
The OR slates are the lists of patients that are booked to have surgery on the specified day. The OR
slates contain the procedure names of the operation that the patient will have. Please see Appendix - C
for an example of an OR slate.
The slates are sent out approximately two weeks before the scheduled surgery date. Please ask the
secretaries to email you the slates.
Why should I use the OR slates?
The OR slates are a good way to catch potential study patients that were not previously identified by the
surgeons by the OPD day sheets (e.g. patients that were on the waitlist for months). This will be useful
for studies that have a high volume for patient recruitment (e.g. NeuroVISION, TaTME).
However, the downside to identifying patients by the OR slates is that the patients’ surgeries will be
performed within two weeks; therefore, checking the patients’ eligibility for the studies with the
surgeons and contacting the patients must be done as soon as possible.
How to identify potential study patients
When using the OR slates to identify potential study patients, you should familiarize yourself with the
procedure names that would make the patients eligible for the study. It may take some practice to
recognize the procedure names. The following list is an example of the names of procedures that may
help you identify potential study patients for studies conducted in 2016-2017:
Study name

Key words

Cook Myosite

FECAL INCONTINENCE, manometry

Cook Hernia

Hernia repair, parastomal hernia, incisional hernia

NeuroVISION

ELOS >2 days, Bowel resection surgeries: Right hemicolectomy, left
hemicolectomy, transverse colon resection, anterior resection, low
anterior resection (LAR), abdominoperineal resection (APR),
proctocolectomy, subtotal colectomy, total colectomy

C4

TaTME Registry
Ileostomy Closure

Bowel resection surgeries: Right hemicolectomy, left hemicolectomy,
transverse colon resection, anterior resection, low anterior resection
(LAR), abdominoperineal resection (APR), proctocolectomy, subtotal
colectomy, total colectomy
TEM assisted low anterior resection
Ileostomy closure
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Once you identify the potential patient, you must check SCM or Plexia to determine if the patient fits the
inclusion and exclusion criteria. After you review eligibility criteria and believe that the patient is eligible
for the study, you must always double-check with the surgeons before reaching out to the patient.
JL’s tip: Checking eligibility with the surgeons - preferences
In order to double-check eligibilities with the surgeons, it is often easiest to simply memo the
appropriate surgeon on Plexia with information about the patient and the study you think the
patient may be eligible for.
As the surgeons are busy people, they might not get back to you in time for you to coordinate
initial study visits. In this case, it may be worth it to speak with the surgeons directly regarding
eligibility of specific patients.

Waitlists
For certain studies that target patients who are undergoing a specific procedure, the waitlists may be a
good method to identify potential study patients. For example, the waitlists for patients who wish to
get an ileostomy closure are quite long, and as such, are a good way to identify patients who may be
interested in participating in the studies. The waitlists are ideal to use in this case since many patients
who are undergoing an ileostomy closure may be on the waitlist for weeks or months.
You may email the secretaries for the names of the patients on the waitlists. The waitlists are always
changing; therefore, it is advised that you keep track of the patients on the waitlists by checking the OR
slates.
Once you have identified potential study patients, you must always double-check their eligibility with
the surgeons. Please refer back to “JL’s tip: Checking eligibility with the surgeons - preferences” (page
7).

Plexia Database
For restrospectively finding patients, an extraction from the Plexia database can be done. You may
generate a list of patients assigned a certain code or billing reference. This method is less frequently
used.

Which method should I use?
You should use a combination of both methods to maximize the number of potential study patients to
contact. For certain studies, one method may be a lot better to use than the other. However, it is
important to note that:
The gold standard for identifying potential study patients is through OPD day sheets.
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Why? The OPD day sheets provide the longest amount of time to contact the patients and the surgeons
usually remember the patient’s case from their clinics, given that the day sheet is returned back within
the week of the clinic.
Here is a table that shows which methods you can use for identifying eligible study patients for studies
conducted in 2016-2017:
Study name

OPD day sheet

OR slate

Cook Myosite

X

X

Cook Hernia

X

X

NeuroVISION

X

X

C4

X

X

TaTME Registry

X

X

Ileostomy Closure

X

Waitlist

Database

X

X

II. Initial Contact
A. First step - Know the patient
Once you have identified a potential study patient and have checked eligibility with the surgeons, you
are ready to contact the patient. The one important step that is strongly advised before any
communication with the patient is to know the patient! You can review the medical file of the patient
on SCM.
The important information to know about the patient is:
●
●
●
●
●

The patient’s name
The patient’s surgeon
The operation that they will be undergoing
Why he/she is having surgery
Date of surgery

You can find the operation and reason for surgery by reading the latest OPD report. It will help if you
browse through the previous OPD and/or OR reports to understand the patient’s case. Pay special
attention if this is a cancer case.
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B. Reaching out to the patient
To avoid coercion, it is ideal to send a letter of contact prior to speaking with the patient. The study
documents that you should include when you mail the patient are:
●
●
●
●

letter of initial contact
consent form
optional consent form, if applicable
self-addressed envelope with a postage stamp

The letter of contact and consent form(s) are found in the folders of the pull-out drawer under the
printer. You may also print out copies from RISe, under sections 9.2 and 9.7 if you have access to the
ethics application. Please see Appendix D for an example of a letter of contact and Appendix E for an
example of a consent form.
After mailing the package, you may expect a phone call from the patient within a week. If the patient
has not phoned back, you may give a follow-up phone call 1-2 weeks after sending the package.

Telephone Call
Phoning the patient would be the ideal method of follow-up after sending the letter of contact and
consent form. You must explain the study carefully and concisely, as they may not have any prior
knowledge about the study.
How to prepare
It will be very useful to have a phone script and consent form in front of you when you speak with the
patient on the phone. You can find the existing phone scripts in the Phone Script folder on the
computer and the consent forms filed in the cabinets. The patient’s phone number is found on SCM in
the “Patient Info” tab. It is best to try calling the listed home phone number first.
General phone script
The important information to include during your phone conversation with the patient is:
1.
2.
3.
4.
5.
6.
7.
8.

who you are
we have invited the patient to participate in a research study
purpose of research study
brief background about study
why it is beneficial to participate
randomization, if applicable
the patient’s time commitment/involvement
potential harms and discomforts from participating in the study
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Here is an example of a phone script:
Hello, my name is [Research Coordinator’s name] and I am the research coordinator for
[surgeon’s name].1 [Surgeon’s name] has carefully reviewed your medical file and has asked me
to invite you to participate in a research study.2 We have sent you a letter of contact and
consent form, and would like to follow up on your interest in this study.
The goal of this study is to [insert purpose of the study].3 Currently, as standard practice, [insert
background about the study].4 This study is very important because it may lead to advances in
[insert reasons why patient should participate].5
If you choose to participate, you will randomly assigned to [insert randomization treatment
arms].6 That means that you have a 50/50 chance of getting [insert randomization treatment
arms]. Also, this is a blinded study, which means that you will not know which one you will get.
Your involvement in the study includes [insert patient’s involvement].7 This study does (not) add
any additional visits to the hospital.
Since both methods are part of standard care, there are no additional risks from participating in
this study.8
Does this sound like something you would be interested in participating in?
Do you have any questions or may I clarify anything for you?
It is recommended that you define any technical terms to the patient. Please pace your speech and
practice beforehand.
Outcomes
A. If the patient is interested: Arrange a meeting with the patient
AT THE PRE-ADMISSION CLINIC:
If the patient is interested, you may meet with him/her at their next visit the hospital before his/her
surgery. This visit is most likely the pre-assessment visit at the Pre-Admission Clinic (PAC). The purpose
of meeting with the patient is to receive written consent and explain the details of the study/consent
form in person.
To arrange a time to meet with the patient at the PAC, it is important to know:
●
●

The date of the appointment at the PAC
Whether or not the patient lives in the Lower Mainland

The date of the appointment at the PAC can be found on SCM, on the list of visits after searching the
patient’s name. The one downside is that you will not know the time of the appointment. Please ask
the patient the time of his/her appointment.
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You may arrange a meeting with the patient before, after, or during their appointment at the PAC.
If you plan to meet the patient before the appointment, please ask the patient to meet with you at least
20 minutes before the appointment at the waiting area of the PAC. Please note that the patient’s checkin/arrival time is 15 minutes before the start of their appointment.
If you plan to meet the patient after the appointment, please ask the patient or PAC nurse to call your
office number when he/she is finished with their appointment. There are phones in the PAC and so you
may suggest that they call your local from the PAC if the patient does not carry a cell phone.
If you plan to meet the patient during the appointment, you can tell the patient that you will meet with
them when there is a break in between the appointments at the PAC.
JL’s tip: The best time to meet at the PAC
The patient will be very busy at his/her appointment, as he/she may be having appointments
with the nurse, stoma nurse, and anaesthetist. It is recommended that you arrange a time to
meet either before or after the appointment.
Please speak to the PAC nurse if you plan on meeting the patient during the appointment. The
patient has to be seen by the healthcare team and is on a tight schedule.
AT SURGICAL DAYCARE:
There are times when the patient does not have a pre-assessment appointment (e.g. TEM cases) or the
appointment has already passed. In this case, you will need to get the patient’s consent before he/she
has surgery, on the day of surgery. You can arrange to meet with the patient after she has checked into
Surgical Daycare or when they are in the pre-operation area (behind the surgical daycare desk). Please
ask the patient if you can meet with him/her before the surgery.

B. If the patient is not interested
The patient may not be interested in participating in the study for reasons including, but not limited to:
●
●
●
●

busy schedule
safety concerns
prefers the method that his/her surgeon usually performs
language barrier

It is important that you respect the patient’s decision and it is your ethical responsibility to not coerce
the patient to participate. COERCION IS UNACCEPTABLE.
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However, there are times when you may need to clarify the study because the patient may initially
misunderstand the study. Please be patient, as the patient may not have any prior knowledge about the
study.
If there is a language barrier, you may ask to speak with a family member or close friend who speaks
English. If the study requires patient involvement (answering questionnaires), ask if there is someone
who can translate for the patient. If not, it will be difficult to include the patient into the study.
What do I do if I get voicemail?
If you call and you get the patient’s voicemail, please leave a brief message and your contact
information.
Example:
Hello, this is a message for [patient’s name]. My name is [Research Coordinator’s name] and I
am the research coordinator for [surgeon’s name].
This message is in regards to a research study. Please call me back at 604-682-2344 extension
64890/64891 for more information. I will be in the office from [insert time]. Thank you and I
look forward to speaking with you.
IMPORTANT: Please be discreet whenever you leave a message on the patient’s voicemail. Do not
provide information about the surgery that they will be undergoing and their medical condition.
When to make the phone call
If the patient has an appointment at the PAC, it will be convenient to make the follow-up phone call at
least 3 days before the appointment. Be cautious, as there are times when the PAC appointment is not
scheduled until 1 or 2 days before the appointment or the date is not up on SCM. You may ask Elizabeth
(local 68622) at the PAC when the appointment date and time is.
If the patient’s next visit to the hospital is for his/her surgery, it is ideal to call at least 2 weeks before
the surgery (after receiving the OR slate) to give the patient as much time as possible to consider
participation.
Tips on the different populations
Seniors:
Please be sensitive to the needs of different populations. It is advised that you pace your speech and
you speak audibly for the elderly age-group, as hearing loss may be evident among this age-group.
Furthermore, the transportation to the hospital may be dependent on others and so it may be difficult
to arrange a time to meet before his/her appointment to the PAC.
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Patients who are not fluent in English:
You may ask to speak with a family member or close friend who speaks English and explain the study to
them. Please ask him/her to translate the study to the patient and follow-up with the patient’s interest
within a week’s time.
If the study requires patient involvement (answering questionnaires), ask if there is someone who can
translate for the patient. If not, it will be difficult to include the patient into the study. When you
arrange a time to meet the patient, ask that a family member or friend can translate for you.

III. Meeting the patient
A. Where to meet
Following your phone conversation with the patient, you will meet the patient to thoroughly go through
the study in person, as well as receive written consent. It is most convenient if you meet the patient at
his/her next visit to the hospital, before his/her surgery.
The most common places to meet the patients are:
1. Pre-Admission Clinic (PAC)
2. Surgical Daycare
3. Outpatient Department (OPD)

1. Pre-Admission Clinic (PAC)

The Pre-Admission Clinic is located on the 3rd floor of the Burrard Building.
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Meeting the patient at the PAC is the most common place to meet up. Prior to having surgery, it is part
of standard procedure that the patient would have a pre-assessment appointment with the anaesthetist
and nurses to assess the baseline health of the patient and to assess how fit the patient is for the
surgery.
The best time to meet with the patient is before or after their appointment. You should not interfere
with the patient’s appointment times.
Before the appointment: You can indicate to the PAC staff that you are meeting with the patient by
writing your name and local under the patient’s name on the slate posted on the wall at reception.
Please meet with the patient 15-30 minutes before their check-in time. Find a quiet, private place to
obtain written consent. This may be in an examination room or the office of Nancy Khuu (Patient Nurse
Navigator).
After the appointment: This will involve some coordination on your part. You will not know exactly
when the patient is finished his/her appointment and so you can either have the patient call you when
he/she is done (preferred) or have the PAC staff call you. You may be able to see the patient after the
anaesthetist (or stoma nurse, if applicable), before the patient has a chest X-ray (if applicable). The
anaesthetist appointment times are listed next to the slates on the bulletin board at reception. You may
be able to meet the patient in their examination room at the PAC.
2. Surgical Daycare

Surgical Daycare is located on the 3rd floor of the Providence Building.
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Surgical Daycare Reception
If the next visit for the patient is to the OR and written consent cannot be sent before, this would be the
place to receive written consent. The timing of this visit is critical; if you miss the patient, he/she will
not be part of the study.
When to obtain consent: The two best times to meet the patient are while he/she is waiting in the
waiting area of Surgical Daycare or while he/she is waiting in the bed in the pre-operative area, behind
Surgical Daycare.
When you arrive at Surgical Daycare, you may ask the receptionist at Surgical Daycare if the patient has
checked in. The receptionist may tell you where the patient is. If not, you may ask permission to go into
the pre-operative area to see the large whiteboard that shows where the patient is (WR = waiting room
or bed number).
If the patient is in the waiting area, go to the waiting area and ask if the patient is present. Please find a
quiet, private place to speak with the patient. The place may be in the waiting area in the OR if there
are no others or you may find a seat outside of the OR.
If the patient is in the pre-operative area, you may go to the bed that the patient is in. Please check if
the patient is available to speak to you. If so, you can pull the curtains around so that there is more
privacy.
What time can to see the patient: The check-in time for patients is 2 hours before their scheduled
surgery time. If the patient’s surgery is scheduled to start at 8:00 am, their check-in time would be 6:30
am. You can find their scheduled surgery time on Plexia or ask the surgeon’s secretary to confirm the
time. The scheduled times are finalized on the day before their surgery.
Last step: If the patient is required to be randomized during surgery for the study, please inform the
surgeons (or appropriate contacts) promptly.
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JL’s tip: General tips and hints for Surgical Daycare
Patients may be very anxious right before their surgery. Obtaining consent from patients at
Surgical Daycare would be best if the patient had already verbally agreed to participate in the
study or had signed the consent form. Please do not coerce patients.
TEMs are frequently performed as first cases. Since many of the TEM patients do not have a preassessment appointment, it may be convenient to obtain consent at Surgical Daycare. It may be
difficult to arrive at the hospital at 6:30 am, so it may be better to arrive at 7:00 am and wait for
when the patient is available at the bed in the pre-operative area. This also applies to other first
cases.
3. Outpatient Department (OPD)

Outside of Clinic Room 312
If the next visit to the hospital is at the clinic, you may meet the patient there. You can find the patient’s
appointment time on Plexia or by asking the surgeon’s secretary. You can find which clinic room the
patient’s surgeon is in by looking at the listings on the wall of the OPD. The surgeons would usually be in
Room 312.
When you arrive at the clinic, ask the junior MOA (medical office assistant) where the patient is. The
patient may be still waiting in the waiting area or in one of the examination rooms waiting for the
surgeon. It is recommended that you arrive 10 minutes before the appointment is scheduled. You
should meet with the patient before the surgeons sees him/her so that if the patient has any questions,
he/she could ask the surgeon when the surgeon comes in.

COLORECTAL SURGERY GROUP | V.2.0 6Jan2017

16

JL’s tip: Busy clinics
Many of the clinics are very busy and the patient may not have a room until 20-30 minutes after
the scheduled time. If that is the case, you may ask the junior MOA to call you when the patient
is in a room. However, the junior MOA may be very busy and so you may want to wait in the
waiting area until the patient is in a room.

B. What to bring
The following are materials that are recommended to bring:
●
●
●
●
●

copies of the informed consent form
clipboard or something stiff to write on
pens
pre-addressed return envelope (in the event the patient decides to mail the consent form back)
know the office’s fax number (604-806-9604), in the event the patient decides to fax the
consent form back

C. What to say
The consenting process should be structured. It is recommended that you use the informed consent
form (ICF) as an outline and highlight the important parts. The following are sections to highlight:
●
●
●
●
●
●
●
●
●

Introduction - introduce who you are, the title of study, patient’s surgeon who is conducting the
study
Background to the study
Purpose of study
Inclusion/Exclusion criteria - briefly go through the criteria to ensure patient is eligible
What the study involves - mention blinding, additional study visits, questionnaires
Possible harms and discomforts
Confidentiality
Study restrictions/responsibilities
Signatures page

In clinical trials, the consent and documentation process is more rigorous. The RC should go through ALL
sections of the ICF. The MD should have a consent discussion and discuss medical condition, alternative
treatment, and possible harms and discomforts. Documentation of this process is best done by
completing a consenting checklist.
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You may ask the patient to sign the consent form at that time or give him or her the option to take
home the form and sign it later. If the patient has signed the ICF, you will keep the original and give a
photocopy at this visit. Please remember to thank the patient!
File the signed ICF in the appropriate binder. You may have to give a randomization envelope or inform
the surgeons on the day before the patient’s surgery, if applicable.

Congratulations on making it this far!
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Appendix A: Inclusion/Exclusion Criteria Example

Evicel
Inclusion criteria:
Preoperative:
 Patients undergoing primary elective lower anterior resection with a stapled end-to-end or end-to-side
anastomosis
 Patients at ≥ 18 years of age
Intraoperative:
 Confirmed distance of anastomosis is ≤12 cm from the anal verge, as measured using a rigid scope or non-flexible
scope alternative
 Anastomosis with a successful leak test
Exclusion criteria:
Preoperative:





Avastin use within 30 days prior to surgery
Known hypersensitivity to the human blood products or the components of the investigational product
Female subjects who are pregnant or nursing
Exposure to another investigational drug or device in a clinical trial within 30 days prior to surgery or
planned/intended for the 90 day follow up period after surgery
Intraoperative:
 Patient requiring protective ostomy
 Subjects with any intra-operative findings indentified by the surgeon that may preclude conduct of the study
procedures
 Use of any fibrin sealant for hemostasis during the surgical procedure
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Appendix B: Daysheet Example
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Appendix C: OR Slate Example
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