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INTRODUCTION

The purpose of this Guidance Note is to advise investigators concerning appropriate methods for the identification and initial contact of potential research participants.  Potential participants must be appropriately identified and approached in a non-coercive manner with respect for their privacy and confidentiality at all times.
ARTICLE #1:  IDENTIFICATION
1.1
Identification of Potential Research Participants
The UBC REBs have agreed to keep research oversight processes as consistent as possible between institutions.   However, some requirements may vary.  The links below are to the UBC CREB and UBC BREB Guidelines for recruitment.
UBC CREB Guidance note 17.1:  http://rise.ubc.ca/helpCenter/GN/CREB_Guidance_Notes.html#Guide17
UBC BREB Guidelines:  http://rise.ubc.ca/helpCenter/GN/BREB_Guidance_Notes.html#recruitment
1.2 
Identifying of Potential Research Participants at BCCA

To obtain contact information for potential participants from the BCCA Cancer Agency Information System (CAIS), the BCCA Surveillance and Outcomes Unit, or the BCCA Cancer Registry you must submit a formal request by sending an email and asking for a data request form to:   datareq@bccancer.bc.ca
ARTICLE #2:  RECOMMENDATIONS/RESTRICTIONS FOR USE OF CONTACT INFORMATION

2.1
Patients who have been seen at the BC Cancer Agency 
If initial contact is not in person at the BC Cancer Agency during one of their appointments, contact potential participants from this group using an REB approved initial contact letter which should clearly describe how they were identified. 

2.2
Patients who have been seen at the BC Cancer Agency and subsequently released to the care of their family physician or a community oncologist.
If initial contact is not in person at the BC Cancer Agency during one of their appointments, contact potential participants from this group using an REB approved initial contact letter which should clearly describe how they were identified, being sensitive to the fact that it may have been a long time since they were seen at the BC Cancer Agency.  There is an ethical consideration for these participants in that it may have been a long time since they were last seen at the BC Cancer Agency and they might be surprised or it may cause them stress if for example they have a new partner that is unaware that they had cancer. 
2.3
Patients who have been diagnosed with cancer but have not been seen at the BC Cancer Agency (e.g. identified through the BCCA Pharmacy Database).

THE BC Cancer Agency REB interpretation of current legislation is that the contact information for this group may NOT be used to directly contact potential participants for the purposes of research (see exception below).  These patients may not have known that their name would have been entered into a BC Cancer Agency database such as the BCCA Pharmacy Database.  However, there is also a countervailing ethical consideration for “fairness of inclusion”, in other words, although their contact information cannot be used, consideration should be given to alternative methods of recruitment to provide an opportunity for these participants to be included.  The researcher may use the contact information of the family doctor or community oncologist and an REB approved letter may be sent to them identifying their patient(s) and the research project and principal investigator, requesting that they forward the information to their patient.

Exception:  Patients who have been identified by the BCCA Cancer Registry.  Potential participants may have been identified for the researcher by the BC Cancer Registry who are registered but may not have been seen at the BC Cancer Agency.  These participants may be contacted using an REB approved initial contact letter.  The BC Cancer Registry provides the researcher with a pamphlet to be included with the contact letter that explains how the patient was identified.

2.4 
Initial Contact with Prospective Research Participants Under The Investigator's Care or Authority

Initial contact by telephone to solicit participation in a research project is not permitted.  If initial contact is not in person at the time of their clinic visit, then contact potential participants from this group by mailing an REB approved initial contact letter first, which should clearly describe how they were identified.   

Reference: UBC CREB guidance note 17.1  http://rise.ubc.ca/helpCenter/GN/CREB_Guidance_Notes.html#Guide17.2
(Elements of an Initial Contact Letter – see Article #4)

ARTICLE #3:  TELEPHONE CONTACT   (Initial Contact by Telephone is Not Permitted)
3.1
Initial Contact By Telephone Is Not Permitted.

The UBC REBs do not allow initial contact by telephone, except under unusual circumstances such as research being conducted in a hospital emergency department or random digit dialing as explained below (see Articles 3.1.1 and 3.1.2)   If initial contact is not in person, then potential participants must be contacted by an REB approved letter first to introduce the researcher and the research project.

Exceptions:
3.1.1
Telephone Contact for Random Digit Dialing
If the study involves a telephone interview or survey where initial contact is made by random digit dialing (e.g., the researcher does not have the name, address, or telephone number prior to contact) the researcher must first provide the REB with the following information in their research ethics application;
i) 
reasons why such contact is necessary to achieve the study results
ii) 
complete a 'Telephone Contact Form' which is available on the UBC Behavioural Research Ethics Board (BREB) webpage Telephone Contact Form (for random digit dialing only) and attach the form to Section 9 of the RISe application
iii)  include a copy of the proposed script for the telephone call
3.1.2.
Telephone Contact for Obtaining Consent in Emergency Situations

This exception is described under UBC REB Policy#2:   http://rise.ubc.ca/helpCenter/GN/CREB_Guidance_Notes.html#Policy2 
ARTICLE #4:  LETTER OF INITIAL CONTACT
If initial contact is not in person, then potential research participants must be contacted by an REB approved letter first to introduce the researcher and the research project.  This may include a copy of the consent document.
4.1
Anonymous Surveys

If completing an anonymous survey is all this being asked of the potential participant, a consent document is not needed (the completed survey indicates consent) however, a cover letter must accompany the survey to introduce the researcher and explain the purpose of the study and the survey.  The cover letter and survey must be submitted to the REB for approval prior to use.

4.2
Required Elements of an Initial Contact Letter (Updated September 2, 2010 – updates highlighted)
The letter must be on letterhead (BCCA or other applicable letterhead)

Include a footer with a version date for tracking purposes.

The letter should be written and signed by the Principal Investigator (PI) to identify who is responsible for the overall conduct of the study.
Students:  The ethics application, recruiting materials, consent form and initial contact letter must indicate that the research is conducted for a Master’s or Doctoral thesis.
Address the letter using the term "Participant" or "Subject" ("Patient" should not be used on any of the study documents).  Example: Dear Potential Research Participant

Start with a statement of invitation to participate in the study.  The REB recommends avoiding language that implies personal relationships or that uses possessive pronouns (i.e. avoid statements such as "I am inviting you"…"my study"…etc.) when communicating with prospective or active study participants.
Example: This letter is an invitation for you to participate in a research study of [fill in] by the [Vancouver Centre or name the Department] of the BC Cancer Agency (BCCA).
Explain how you obtained their information and permission to use it to contact them for the purpose of research. Explain how that did not violate their privacy ;
Examples:

A)  If the Cancer Registry provides you with contact info they will provide you with a pamphlet that you must include with the cover letter.  The pamphlet describes the Cancer Registry and how the person's name was obtained.  The contact letter to potential participants should include a reference to the pamphlet.

B)  If the participant's contact information is not from the Cancer Registry, you will need to provide a clear explanation in the letter.   This should include a privacy statement such as "Your rights to privacy are legally protected by federal and provincial laws that require safeguards to insure that your privacy is respected."
Example:
When you first visited the BCCA, you automatically became a part of the BC Cancer Agency's patient records. This information is only available to authorized BCCA personnel for specified purposes. In keeping with provincial legislation your right to privacy and confidentiality is protected.  This legislation allows BCCA researchers to send you information about research opportunities.  Your BCCA health records indicate that you have been diagnosed with [fill in].  It is for this reason that you are being invited to participate in this research project [fill in the project title, unless already stated]. 
Explain the purpose of the study.
Explain who is sponsoring the study.

State that participation is voluntary and that the participant may decide not to participate or to withdraw at any time and that the participant’s doctors will continue to provide the best available medical care. 

Explain what type of follow-up to the letter will occur, when and by whom (their study role).

Include a contact person's name, position and contact number(s) and indicate that they can contact this person if they have any questions, or to let you know if they do not wish to receive a follow-up phone call or any further information about the study.

ARTICLE #5:  MAILING INFORMATION
5.1
Use Plain Envelopes for Mailing

Letters should be mailed in a plain envelope that does NOT have a reference to the BCCA or a BCCA logo on it, in order to protect privacy and confidentiality.

ARTICLE #6:  FOLLOW-UP TO LETTER OF INITIAL CONTACT
6.1
Telephone Messages following the Letter of Initial Contact

It is preferred that voice messages are NOT left for potential participants on their telephone.  It is recommended that the study coordinator try a couple of times without leaving a voice msg. and then leave a final voice msg.  A voice msg. should not mention BCCA or the word cancer, only that the person is calling in follow-up of a letter that was recently sent to invite them to invite them to participate in a research project and that if they would like more information to contact the caller, and then leave only the caller's name and phone number.

6.2
Telephone Script

A copy of the telephone script (questions or telephone interview) that will be discussed in the follow-up call must also be submitted to the REB for approval.
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