











149



CDHA-RS/2013-074 Full Approval Letter - Delegated Review Page 2 of 3

¢ Appendix D — Caregiver Hospital Admission and Stay Version 1 June 15,2012
Expenses Tool
Research Protocol Version 1 June 15, 2012
Principal Investigator's completion certificate for the TCPS 2: na Sept 20, 2011
CORE - Shelly MeNeil
Principal Investigator's current CV: Shelly McNeil nfa Feb 3, 2012
[ Continuing Review

1. The Board’s approval for this study will expire one year from the date of this letter (July 6,
2013). To ensure continuing approval, submit a Request for Annual Approval to the Board 2-4
weeks prior to this date. If approval is not renewed prior to the anniversary date, the Board will
close your file and you must cease all study activities immediately. To reactivate a study, you
must submit a new Initial Submission (together with the usual fee) to the REB and await notice of
reapproval.

2. Please be sure to notify the Board of any:
¢ Proposed changes to the initial submission (i.e., new or amended study documents),

e Additional information to be provided to study participants,

Material designed for advertisement or publication with a view to attracting participants,

Serious adverse events experienced by local participants,

Unanticipated problems involving risks to participants or others,

Sponsor-provided safety information,

Additional compensation available to participants,

Upcoming audits / inspections by a sponsor or regulatory authority,

Closure of the study (within 90 days of the event).

3. Approved studies may be subject to internal audit. Should your research be selected for audit, the
Board will advise you and indicate any other requests at that time.

| Important Instructions and Reminders

1. Submit all correspondence to Joan Morrison, Ethics Coordinator at the address listed at the top of
this letter (do not send your response to the REB Chair or Co-Chair).

2. Be sure to reference the Board’s assigned file number, CDHA-RS/2013-074, on all
communications.

3. Highlight all changes on revised documents, and remember to update version numbers and/or
dates.

4, If you plan to advertise in the newspaper. Print and electronic advertisements are to be submitted
to the Audio Visual Department for placement in the appropriate Capital Health template.
Complete a Request for Graphic Services form (Form CD 0019, available on the Intranet) and fax
to Audio Visual Services together with the REB approved advertising materials and confirmation
of REB approval.
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Best wishes for a successful study.

Yours very truly,

™ Sc, MSN, MHSA
Co-Chair, Research Ethics Board

fjm
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RESEARCH PROTOCOL

Evaluation of Healthcare Utilization Data Collection Tools in Children and Adults Admitted
with Community Acquired Pneumonia, Invasive Pneumococcal Disease, Asthma or Acute

Exacerbation of Chronic Obstructive Pulmonary Disease:

A Pilot Study

Shelly McNeil [1], Ardith Ambrose [2], Sanela Gajic [3]

[1] Principal Investigator, Division of Infectious Diseases, Queen Elizabeth Il Health Sciences
Centre and Canadian Center for Vaccinology, Halifax, NS

[2] Canadian Center for Vaccinology, IWK Health Centre, Halifax, NS

[3] Canadian Center for Vaccinology, IWK Health Centre, Dalhousie University, Halifax, NS

Version Date: June 15, 2012
Investigator Contact Information: Dr. Shelly McNeil

Email: shelly.mcneil@cdha.nshealth.ca

Phone: 473-8477
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Background, Rationale and Statement of Research Question

The Serious Outcomes Surveillance (SOS) Network of the Public Health Agency of Canada/CIHR
Influenza Research Network (PCIRN) is a Network of adult care facilities comprising
approximately 6000 tertiary care beds. Currently the SOS Network has sites in Vancouver,
Winnipeg, Toronto, Ottawa, Hamilton, Quebec City, Sherbrooke, Montreal, Halifax and Saint
John. The Network is designed to conduct active surveillance for vaccine preventable diseases
in adults in order to better elucidate burden of disease and healthcare utilization and to
evaluate the effectiveness of recommended vaccines in the prevention of serious outcomes. At
present the SOS Network conducts active surveillance for influenza, community acquired
pneumonia and invasive pneumococcal diseases. The Network is staffed with surveillance
monitors in each site who conduct active and lab-based surveillance for influenza, community
acquired pneumonia and invasive pneumococcal diseases.

Neisseria meningitidis represents another important vaccine preventable disease in adults for
which insufficient epidemiologic data are available. As a result of the lack of available data, a
set of tools are proposed for a prospective surveillance and data collection in order to provide
an evidence based guidance document for future cost-effectiveness evaluations of
immunization strategies available and soon to be available to the Canadian health market. The
development of conjugate quadrivalent meningococcal vaccines against serogroups A, C, Y and
W135, and vaccines under development against Neisseria meningitidis B offer tremendous
potential to improve prevention of meningococcal diseases in Canadian adults and children.
The decision to replace the monovalent meniningococcal C vaccines with quadrivalent vaccines
and to implement publicly funded programs for meningococcal B vaccines will be informed by
evaluation of the epidemiology of N. meningitidis in Canada and an assessment of the
contribution of vaccine-preventable meningococcal serotypes to invasive meningococcal
diseases (IMD) and healthcare utilization. Understanding both the acute and long term
morbidity associated with meningococcal diseases, particularly meningitis, and the impact of
individual serotypes will be important to predict the potential benefit of new vaccines.
Establishment of baseline rates of hospitalized IMD and the serotype-specific rates of IMD will
be critical to allow evaluation of the effectiveness of new vaccines as they are introduced in
Canada and to evaluate the potential for serotypes replacement following vaccine introduction.

In order to allow evaluation of the effectiveness of new vaccines as they are introduced in
Canada and to evaluate the potential for serotypes replacement following vaccine introduction,
the total economic burden of invasive meningococcal disease must be determined and
healthcare utilizations associated with this disease must be outlined first. Because the clinical
course and outcomes of IMD vary considerably among patients, costs to the patient, society
and the healthcare system may vary widely and average case-cost estimated may not provide
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an accurate picture of the true costs. Therefore the primary objective of the SOS Surveillance
study is to assess the burden of disease by a comprehensive data collection on healthcare
utilization and costs of invasive meningococcal disease.

Evidence based healthcare information is very important in the Canadian healthcare system. In
order to determine cost effectiveness of the different vaccine options in regards to invasive
meningococcal disease the total economic burden of this disease must be determined. Due to
the decentralized healthcare system, there is no one database where all this information could
be retrieved from, therefore tools in order to help patients report a lot of data have been
developed. A literature review shows that for a prospective collection of data, memory aid tools
have been validated and are reliable in obtaining information of healthcare utilization and costs

[1].

Along with clinical surveillance of IMD a patient informed data collection plan is proposed for
collection of information around healthcare utilization and related costs. Generally there are
two approaches to collecting information from a target population, prospective and
retrospective data collection. A retrospective collection of data requires collection of previously
recorded information, whereas prospective collection of data requires collection of data into
the future with set dates. Due to a comprehensive overview of literature concerning the
economic burden of invasive meningococcal disease and the lack of complete information
previously discussed, this SOS Surveillance study proposes a collection of original data via a
prospective methodology. The tools in order to conduct the prospective surveillance have been
developed, however it would not be feasible to conduct the study without pilot testing the
tools first. Therefore, this pilot study proposes the testing of content validity and adjustment of
the content before a mass implementation of these tools in the SOS Surveillance study.

Content validity is the determination of the content relevance of the items in a survey. Content
validity of this survey will entail questions based around user-friendliness of the tools,
readability, feasibility of the questions, and clarity. The Memory Aid and the Hospital Admission
and Stay Expenses are either patient or caregiver specific, with specifically targeted questions
around healthcare utilization and costs associated due to the patients’ illness. Both the memory
aid and the hospital stay expenses tool are meant to be left with the patient or the caregiver,
the SOS surveillance study will not be collecting those tools and analyzing them, the tools are
simply meant to aid the participant recollect specific information during their prescheduled
interviews. The tools should be kept legible by the participants so that they can serve their
purpose during the interviews. For the purposes of the pilot study, the participants will be
asked to go through the tools with the study staff in order to test the content validity of the
tools; the study participants will be given specific instructions on this process at the time of
study enroliment.
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Due to the low incidence rate of IMD, the pilot testing of the tools is proposed in patients
admitted to hospital with more common diagnoses that are close to and/or comparable in the
severity of impact of the disease. In future, the tools proposed for the SOS Surveillance study of
IMD are meant to be used beyond just meningococcal disease. Therefore, conducting the pilot
study with other diseases will also show relevance and comprehensiveness of the tools when
used by patients with other diagnoses.

The primary objectives of this pilot study are twofold:
First, to test the content validity of

e The Patient and the Caregiver Memory Aid (See Appendix A and B, respectively)
e The Patient and the Caregiver Hospital Admission and Stay Expenses tool (See
Appendix C and D, respectively)

Second, to modify the data collection tools based on the feedback received from the
participants of this pilot study and disseminate the adjusted tools for use with the SOS
Surveillance Network.

Subject Selection

A total of ten participants will be enrolled in this single centre study.
Inclusion criteria:

e All patients admitted to reporting hospitals (CDHA, IWK) with diagnosis of:
o Community acquired pneumonia (CAP)
o Invasive pneumococcal disease (IPD)
o Acute exacerbation of chronic obstructive pulmonary disease (COPD) in adults

>16 years of age.

o Asthma in children <15 years of age.

e All patients that complete a written informed consent. If the patient is unable to sign

the consent this may be signed by their authorized decision maker.
Exclusion criteria:

e |nability of the patient or their authorized decision maker to complete interviews and
guestionnaires in English.
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Research Plan
Recruitment

All patients presenting with CAP, IPD, asthma and acute exacerbation of COPD will be
approached for participation in this pilot study until a total of ten cases has been reached. The
aim of this pilot study is to enroll five adult patients and five pediatric patients.

Potential adult study participants at CDHA will be identified from patients who are screened
and enrolled in other active Serious Outcome Surveillance (SOS) Network studies for CAP, IPD,
and COPD. These patients will have already established a relationship with the SOS Network
Monitor. The Monitor will ask whether they are willing to speak with another team member
regarding completing some questionnaires about how their illness has affected them
financially. If they agree, they will be approached for consent.

Pediatric participants will be identified by screening daily admissions for eligible diagnoses. The
patients’ care team will be asked to confirm if they are appropriate for the study, and will ask
the patient and caregiver/family if they can be approached by a research team member.

Study Procedures
Visit One:

Written informed consent will be obtained at this visit. This will take approximately 20 minutes
to complete. All questions asked by patients will be answered to their satisfaction and they will
be given a signed copy of the consent form. They will be notified visit two will occur just prior to
discharge from the hospital.

Visit Two:

During this visit, the patient and his/her caregiver will be instructed on how to complete the
survey tools. The patient and/or caregiver are asked to complete the following tools:

e Patient Memory Aid — Appendix A

e Caregiver Memory Aid — Appendix B

e Patient Hospital Admission and Stay Expenses tool — Appendix C

e Caregiver Hospital Admission and Stay Expenses tool — Appendix D

They will need to spend no more than a few minutes each day to complete these tools.
Arrangements will be made to contact them 30 days after discharge from hospital to collect the
information they have recorded. This may be by telephone or interview in person. Visit two will
take approximately 30 minutes to complete.
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Visit Three:

This visit will take place 30 days after discharge from hospital. Participants will be asked to
report what they recorded on the study forms and to rate the ease and clarity of the questions
asked and how easy the tools were to follow. The time of this visit will depend on the extent of
data that the participant has to report, the anticipated amount of time this visit will take is
between 30 min to an hour.

Patient Compensation

After the 30 day contact when the study data and assessments are collected from the patient, they will
be offered a choice of a gift certificate, valued at $25 from a local business, in appreciation for their time
commitment to the study. This will be mailed to them at the address they have provided. There are no
costs related to participating in this study.

Data Analysis

This is a qualitative, descriptive study. There will be no statistical analysis. The sample size is
one of convenience as five patients are often used with pilot testing of content validity.

The study aims to pilot test the content validity of the tools proposed; therefore, this study will
directly inform the SOS Surveillance study on modifications that are required before mass
implementation of the tools. The research team will address all recommended changes and
adjust the tools by consensus.

Description of tools
Memory Aids:

The memory aid consists of two parts with a set of instructions and examples of the kinds of
things that the patient might encounter during their illness. The first part of the memory aid
consists of a box presented on a single page. It asks ten general questions which are answer
dependant on whether more answers need to be provided. The questions are supposed to be
user friendly, clear, and easy to follow. The single page box also includes columns which entail
qguestions around how the healthcare utility or service was paid for.

The second part of the memory aid consists of a table of examples of services that the patient
might use. The second part of the memory aid consists of five specific tables. The first two
tables are supposed to generate a list produced by a patient on either community services
used, or over the counter medications or equipment purchased, both first tables have
corresponding columns which focus on gathering information on how those
services/medication/equipment were paid for. Should the patient not incur any of the above,
they would simply check the box “none used” and not complete that table of questions. The
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following three tables have separated rows with a yes/no answer, which again leads to
corresponding columns which focus on gathering information on how the healthcare utilization
in question was paid for.

Should additional information need to be shared and the question around that healthcare
utilization was not asked, a separate page is provided for feedback. The memory aid’s content is
the same for both the patient and the caregiver; however the instructions provided on how to
complete this tool are slightly different.

Expenses tools:

“Patient Expenses during Hospital Admission and Stay” is comprised of five questions with
variant response options that focus on gathering information on how much they cost. The
“Caregiver Expenses during Hospital Admission and Stay” for the patient is comprised of five
guestions with variant response options or sub-questions, which focus on gathering
information on how much they cost the caregiver specifically. Both of the tools, have additional
space provided should there be other relevant costs not asked in the five questions.

Confidentiality

Only study staff will have access to study files during the study. Representatives of the REB from
CDHA or the IWK may have access to study records for audit purposes. Information that links a
participants’ study file with their personal information is stored in locked file cabinets in locked
offices accessible only by study staff. Once the study ends, study files will be stored in locked
cabinets in locked offices which are only accessible by study staff. Long term storage will be at
the archiving facility used for hospital medical records. Access to the study records after
archival will be restricted to members of the study team. If a participant requests accesses this
could be facilitated by the local study investigator.

Participants are identified on the study documents only by a code, and no medical or personal
information will be included in the study data collection forms. Study consent forms, that link
participants with their study numbers will be kept in locked filing cabinets in locked offices, and
will only be accessible to study staff as needed for conduct of the study. Study records will be
maintained for at least 7 years as per CDHA and IWK policies. Currently, the Canadian Center
for Vaccinology keeps all records indefinitely and does not have a policy for destroying
information after archiving.

Harms and Benefits

There are no perceived harms for participating in this study. Alike, there are no perceived
potential benefits for participating in this study; however the results of this pilot study will help
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inform the future studies involving the same tools on the user-friendliness and content validity

of the tools.

The participants may find the questionnaires and interviews during the study upsetting or
distressing. They may not like all of the questions that will be asked. They do not have to
answer those questions they find distressing.

Disclosure of Any Financial Compensation

There are no financial compensations granted to the research team. This research study is not
funded by any agency, study sponsors or a granting agency.
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APPENDIX L: IWK INFORMATION AND ASSENT FORM

FIIS

IWK Health Centre

Information and Assent Form

15Junel6 July 2012
Research Title: Understanding Healthcare Use and Cost.
Investigator: Dr. Shelly McNeil, Infectious Disease Doctor, QEII Health Centre

Why are you here today?

We want to tell you about a research study. A research study is a way to find out new
information about something. This form tells you about the study. If there is anything you do not
understand, please ask us or your parents. After we tell you about the study, we will ask you it
you would like to be in this study. You do not need to be in this study if you do not want to. It is
totally up to you.

Why are we doing the study?

You are being asked to take part in this research study because you have a certain type of illness.
Admission to hospital for treatment of this illness is common in Canada. Information is often
collected about the types of care patients need and how much money this costs the health care
system for treatment of such illnesses. What is often not known is how much these illnesses cost
patients and their parents/guardians. In this study we are asking you to help us collect this
information and to tell us if the tools are easy to use.

What will happen to you in this study?

If you take part in this study, these things will happen:
¢ You and your parent/guardian will be asked some questions about regarding your general
health and this illness.
e Before you go home you and your parent/guardian will be given a memory aide to record
any costs related to this illness for the 30 days after you leave the hospital. This is to see
how much this illness costs you and the caregivers who are affected by it.
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e Study staff will contact you approximately 30 days after you are discharged to collect the
information from your memory aide and to ask you how easy it was to use.

Can anything bad happen to you?

Taking part in this study means we will talk to you and your parent/guardian about your health.
Taking part in the study will not hurt you in any way. There will be no extra tests of any kind
needed for the study.

Can anything good happen to you?

This study will not help you get better quicker. We hope to find out information that may help
other children in the future.

Do you have to be in the study?

No. You do not have to be in this study. Your parent/guardian has to say it’s OK for you to be in
the study. After they decide, you get to choose if you want to do it too. If you wish you may also
sign the form your parent signs agreeing that you want to take part. If you don’t want to be in
the study, just say no. No one will get mad at you. If you want to be in the study now and change
your mind later, that’s OK. You can stop at any time. Your doctor and the staff at the IWK will
still take care of you in the same way whether or not you take part in the study.

Who will know that you were in the study?

Only people who are part of the study and people that make sure we are doing the study the right
way may know that you were in the study. We will not give any information about who you are
to anyone else without telling you and your parents or guardians. When we are finished with the
study we will write a report about what was learned. This report will not include your name or
that you were in the study.

Who can you talk to about the study?

You can ask questions at any time. You can ask now. You can ask later. You can talk to me or
you can talk to the study doctor, Dr Shelly McNeil. My name is . My
phone number is and Dr. McNeil’s number is 470-8141. You can also call 470-
8888 and ask for either Dr McNeil or me to be paged at any time. You will take home a copy of
this form in case you want to ask questions later or in case you want to tell us that you do not
want to be in the study any more.
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APPENDIX M: IWK STUDY INFORMATION AND AUTHORIZATION FORM

FIIS

IWK Health Centre

Study Information and Authorization Form
16 July 2012

STUDY TITLE: Evaluation of Healthcare Utilization Data Collection Tools
in Children and Adults Admitted with Community

Acquired Pneumonia, Invasive Pneumococcal Disease or
Asthma: A Pilot Study

PRINCIPLE

INVESTIGATOR: Dr. Shelly McNeil, MD, Infectious Disease Specialist,
QEII Health Sciences Centre

CO-INVESTIGATORS: Sanela Gajic, Masters in Applied Health Services Research
(candidate), Dalhousie University

SPONSOR: Canadian Center for Vaccinology (CCfV)

FUNDING SPONSOR: Unfunded

Introduction

We would like you and your child to participate in the research study named above at the IWK
Health Centre. This form provides information about this study. Before you decide if you and
your child want to take part, it is important that you understand the purpose of the study, how it
may affect you and your child, the risks and benefits of taking part and what you and your child
will be asked to do. A staff member of the research team will be available to answer any
questions you have. Taking part in this study is you and your child’s choice.

We refer to the process of giving you information about the study as “informed consent”. This
process starts with the first contact about the study and continues until the end of the study. You
may decide today you want you and your child to take part in the study and change your mind
later. You have the right to stop taking part at any time during the study. This will not affect the
care you or your family members will receive from the IWK Health Centre in any way.

164



Why are the researchers doing the study?

Admission to hospitals for treatment of illness caused by an infection is not uncommon in
Canada. Information is often collected about the types of care patients need and how much
money this costs the health care system for treatment of such illnesses. What is often not
considered is how much these illnesses cost patients and their caregivers. In this study we are
asking you to help us collect this information and give us feedback on whether the tools we use
to collect the information are easy to use.

The results will help us to improve and adjust the tools, which will then be implemented to assist
with the national Serious Outcomes Surveillance (SOS) Network. This network is designed to
look for vaccine preventable diseases in adults in order to better understand the burden of disease
and healthcare utilization and to evaluate the effectiveness of recommended vaccines in the
prevention of serious outcomes. At present the SOS Network conducts active surveillance for
influenza, community acquired pneumonia and invasive pneumococcal diseases.

How will the researchers do the study?

Patients who are admitted to hospital due to certain types of illnesses such as the one your child has
will be asked to take part in this study. We are conducting this study here at the IWK as well as the
QEII Health Sciences Centre and the Dartmouth General Hospital. We plan to enroll 5 adult
patients and 5 paediatric patients, for a total of 10 patients in this study. Information will be
gathered about your child’s illness, and general health. You will be given memory aides to use to
collect information about costs to you related to your child’s illness, while in the hospital and for
30 days after you go home.

What will you and vour child be asked to do?

Visit One:

Written informed consent from the caregiver/family and, assent from the patient, if appropriate,
will be obtained at this visit. This will take approximately 20 minutes to complete. All questions
asked will be answered to your satisfaction and you will be given a signed copy of the assent
and/or authorization form. If your hospital stay is short, the procedures at Visit Two will occur at
Visit One.

Visit Two:

During this visit, you will be instructed on how to complete the survey tools. The patient will be
asked to complete as much of the Patient Memory Aid as they can. The caregiver/family
member will be asked to complete the Caregiver Memory Aid, if the patient cannot complete the
Patient Memory Aid. Only one memory aid is to be completed. In addition, the Hospital
Admission and Stay Expenses forms will be completed by both the patient, if they are able, and
the caregiver/family member. These forms are listed below.

e Patient Memory Aid
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e (Caregiver Memory Aid

e Patient Hospital Admission and Stay Expenses tool

e Caregiver Hospital Admission and Stay Expenses tool

It will only take you a few minutes a day to complete these tools. Arrangements will be made to
contact you 30 days after discharge from hospital to collect the information you have recorded.
This may be by telephone or interview in person. Visit two will take approximately 30 minutes
to complete.

Visit Three:

This visit will take place 30 days after discharge from hospital. You will be asked to report what
you recorded on the study forms and to rate the user friendliness and clarity of the questions
asked and how easy the tools were to follow. This visit will take between 30 minutes to an hour
to complete. This will end your participation in the study.

What are the risks?

There are no risks for you and your child in taking part in this study. He/she is not being given
any medication and no change in his/her treatment will result from participation.

You may find the interviews and questionnaires during the study upsetting or distressing. You
may not like all of the questions that you will be asked. You do not have to answer those

questions you find distressing.

What are the possible benefits?

Your child may not receive any benefit from participating in the study.

What alternatives do I have?

You and your child do not have to take part in this study. Not taking part in the study will not
affect the care you or your family members will receive from the IWK Health Centre in any way.

Can I withdraw from the study?

Participating in the study is entirely voluntary. If you decide to enroll your child and later change
your mind or your child changes his/her mind, you are free to withdraw your child at any time. If
you decide to withdraw your child during the study, the data collected up until that time will not
be removed. Withdrawing from the study will not affect the care you and your family will
receive from your doctor or the IWK Health Centre in any way. Simply notify the study staff of
your wishes.

Will the study cost me anvthing and, if so, how will I be reimbursed?

Taking part in this study will not result in any costs to you. You will receive the same care as
you would receive if you were not in the study.
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After completion of the questionnaire and the telephone call from study staff at day 30, you will
be sent a gift card ($25) value from a local business or restaurant of your choice. This is in
appreciation of the time you have taken to complete the study documents and provide us your
feedback on them.

Are there any conflicts of interest?

No. The study doctors are not personally being paid to do the study.

What about possible profit from commercialization of the study results?

Neither you nor the investigators or study staff will receive any financial benefits from
commercialization of the study results.

How will I be informed of study results?

General study results can be made available to you once the study is completed. The results will
be mailed to you if you want to receive them.

How will my and my child's confidentiality be protected?

The research staff will keep all information that is learned about your child confidential, unless
release is required by law. Any study information leaves this site will not include information
that directly identifies your child. Instead, a code number is assigned to the study information.
Study staff at this site will have access to your child’s study and relevant medical records, which
contain information that directly identifies you. In addition, your child’s relevant records may be
reviewed by representatives from CCfV, the Research Ethics Boards at Capital District Health or
the IWK for audit purpose.

Anonymized data that does not contain information that could identify your child personally may
be used publicly, such as for research and teaching purposes

If the results of the study are published in the medical literature, the publication will not contain
any information which would identify your child. Study records will be stored in a locked area
and will be kept 7 years, which meets or exceeds the requirements of the IWK Research Ethics
Board, regulatory agencies in Canada.

What are my research rights?

Your signature on this form will show that you understand, to your satisfaction, the information
about the research study. If your child becomes ill or injured as a result of participating in this
study, necessary medical treatment will be available to you at no cost. However, you should be
aware that no provision has been made to compensate you or your child for damage (e.g., lost
time from work, disability or discomfort). By signing this form you are not waiving any of your
rights, nor are you releasing the investigators, the sponsor or the institution from their legal and
professional responsibilities.
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Your child's participation in the study may be ended if, in the opinion of the study staff, it is not
safe or reasonable for your child to continue. The sponsor also has the right to end this study at
any time. If the study is changed in any way that could affect your decision to allow your child to
continue to participate, you will be told about the changes and you may be asked to sign a new
authorization form.

If you have any questions about this study or about research in general, you may contact the
Research Office of the IWK Health Centre at 470-8520 Monday to Friday between 9 am to 5 pm.

What if I have study questions or problems?

If you have any questions, please call the study staff at

or the study doctor at 470-8141. You may also call the study coordinator,
(name and number to be inserted), Monday to Friday between the hours of 9 am and 5 pm. If
you are calling after S pm or on the weekend/holiday, please call 476-8837 to reach the on-
call study nurse. The study doctor can be contacted at any time by calling the IWK at 470-8888
and asking for any of them to be paged.

Contact for future studies

You will be asked if you are willing to be contacted for future studies. If you do wish to be
included, we will collect information needed to contact you in the future. This information would
include name, address, phone number and date of birth, which we would store in a secure area. If
you wish to be contacted, we will ask you to initial the signature page of this form to indicate
this. We will not collect this information until the final study visit, when we will reconfirm you
still wish to do this. If you indicate you agree today and change your mind later, it is not a
problem and will not impact your care in any way.
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Study ID: Study Initials: " m l%
Study Title: Evaluation of Healthcare Utilization Data Collection Tools in A

Children and Adults Admitted with Community Acquired Pneumonia, IWK Health Centre
Invasive Pneumococcal Disease or Asthma: A Pilot Study

Parent/Guardian Authorization - | have read or had read to me the information and authorization
form and have had the chance to ask questions which have been answered to my satisfaction before
signing my name. [ understand that I have the right to withdraw my child from the study at any time
without affecting my family’s care in any way. I will receive a copy of the Information and
Authorization Form for future reference. I freely agree to allow my child to participate in this
research study.

N/A
Name of Participant (Print) Signature of Participant
Name of Parent/Guardian (Print) Signature of Parent/Guardian
Date: Time:
I would like to receive study results. (Please circle) YES/NO Initials

I agree to be contacted and given information about future studies.
(Please circle)  YES/NO Initials

STATEMENT BY PERSON PROVIDING INFORMATION ON THE STUDY

I have explained the nature and demands of the research study and judge that the participant named
above understands the nature and demands of the study.
Name (print): Position:

Signature: Date: Time:

STATEMENT BY PERSON OBTAINING AUTHORIZATION

I have explained the nature of the authorization process to the participant and judge that they
understand that participation is voluntary and that they may withdraw at any time.
Name (print): Position:

Signature: Date: Time:
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