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INTERMEDIATE CYCLE III
DO NOT COMPLETE THIS APPLICATION FORM

 IF YOUR STUDY IS A CLINICAL TRIAL OF A MEDICINAL PRODUCT
Title of Study:
THE USE OF COMPLEMENTARY THERAPIES AMONG RHEUMATOLOGY PATIENTS – A PILOT STUDY
Principal Investigator:  DR. DAFFY DUCK
Applicant’s Signature:______________________________________

For Official Use Only – Date Stamp of Receipt by REC:
SECTION A  GENERAL INFORMATION

A1 Title of the Research Study:

The use of complementary therapies among rheumatology patients – a pilot study
A2  Principal Investigator(s):
Title:  Dr.
Name:Daffy Duck
Position:  consultant rheumatologist
Organisation:  Beaumont Hospital
Address: Dublin 9

Tel:  01 – 809 9999
E-mail: daffyduck@beaumont.ie
A3 (a) Is this a multi-site study?    No  

A3 (b) Please name each site where this study is proposed to take place and state the lead investigator for each site:

	Site:
	Lead Investigator:

	Beaumont hospital
	Dr. daffy duck


A4.  Co-Investigators:

Name of site: Beaumont Hospital
Title: Ms.
Name:   Minnie Mouse
Position:  Medical Student
Organisation:  Royal College of Surgeons in Ireland
Role in Research: Access to Data / Data Collation & Analysis
Name of site:  Beaumont Hospital
Title: Mr.
Name:   Mickey Mouse
Position:  Medical Student
Organisation:  Royal College of Surgeons in Ireland
Role in Research: Access to Data / Data Collation & Analysis
A5.  Lead contact person who is to receive correspondence in relation to this application or be contacted with queries about this application. 

Title: Ms.
Name:   Minnie Mouse
Address:  c/o Dr.Daffy Duck, Rheumatology Dept, Beaumont Hospital  
Tel (work):  none
Tel (mob.):  
087 77 22 22
E-mail: minniemouse@rcsi.ie
A6.   Please provide a lay description of the study.

This is a pilot study to be conducted by two medical students on a short-term research placement in Beaumont Hospital.  The students will administer a short survey to patients of Dr. Duck who attend the weekly rheumatology outpatient clinic in Beaumont Hospital.  The students aim to assess which, if any, complementary therapies are used by patients.
A7 (a) Is this study being undertaken as part of an academic qualification? Yes   
A7 (b) If yes, please complete the following:

Student Names:  Minnie Mouse / Mickey Mouse 

Course:  Undergraduate Degree in Medicine
Institution:  Royal College of Surgeons in Ireland
Academic Supervisor: Dr. Daffy Duck
SECTION B
STUDY DESCRIPTORS

B1.  Provide information on the study background. 

It is known that rheumatological and autoimmune diseases are among the foremost for which patients seek complementary therapies, and evidence supports the recommendation of these therapies by the medical profession. (Gamus, 2011) The extent of use of complementary or alternative therapies among Irish patients attending a specialist rheumatology outpatient clinic is not known.
B2.  List the study aims and objectives. 
- to assess the extent of use of complementary therapies among patients;

- to discover the type of complementary therapies used by patients;

B3.  List the study endpoints (if applicable). 

1.  Prevalence of use of any complementary therapies;

2.  Prevalence of use of individual complementary therapies.

B4.  Provide information on the study design.

- A cross-sectional prevalence study.
B5.  Provide information on the study methodology.

A short, anonymous survey will be distributed to all patients attending Dr. Duck’s rheumatology out-patient clinic in Beaumont Hospital over two weeks.
B6.  What is the anticipated start date of this study?

February 2012 - This study will begin once research ethics committee approval has been received.
B7.  What is the anticipated duration of this study?

6 weeks (this includes data collection, collation, analysis and write-up of results)

B8 (a) How many research participants are to be recruited in total?

60
B8 (b)   Provide information on the statistical approach to be used (if appropriate) / source of any statistical advice.  
The principal investigator will be advising the students in relation to statistical analysis of the data collected. 
B8 (c)  Please justify the proposed sample size and provide details of its calculation (including minimum clinically important difference).  

INTERMEDIATE CYCLE III STUDENTS ARE NOT REQUIRED TO PROVIDE AN ANSWER TO THIS QUESTION FOR THIS TYPE OF ANONYMOUS SURVEY STUDY
B8 (d) Where sample size calculation is impossible (e.g. It is a pilot study and previous studies cannot be used to provide the required estimates) then please explain why the sample size to be used has been chosen.  

INTERMEDIATE CYCLE III STUDENTS ARE NOT REQUIRED TO PROVIDE AN ANSWER TO THIS QUESTION FOR THIS TYPE OF ANONYMOUS SURVEY STUDY
SECTION C
study PARTICIPANTS

SECTION C1
PARTICIPANTS – SELECTION AND RECRUITMENT

C1. 1  How many research participants are to be recruited?  
	Site:  Beaumont Hospital
	60


C1.2  How will the participants in the study be selected? 
All patients attending Dr. Duck’s rheumatology out-patient clinic over the two week study period (who meet the inclusion criteria) will be eligible to take part.
C1.3  How will the participants in the study be recruited?  
Two medical students will approach patients in the Out-Patient area.
C1.4 What are the main inclusion criteria for research participants?  (please justify) 
Patients attending a rheumatology outpatient clinic;
18 years of age, and over;

C1.5 What are the main exclusion criteria for research participants?  (please justify)
Patients under 18 years of age;
Patients without capacity;

C1.6 Will any participants recruited to this research study be simultaneously involved in any other research project? 
Not to my knowledge
SECTION C2
PARTICIPANTS – INFORMED CONSENT

C2.1 (a) Will informed consent be obtained? 
Yes – however, there will be no written consent form.  Consent will be implied / inferred by the act of completing and returning the survey.
C2.1 (c) If yes, how will informed consent be obtained and by whom?
Two medical students will approach patients in the out-patient waiting area.  They will provide patients with a short patient information leaflet (see Information Leaflet), and a copy of the survey (see Survey).  Patients who would like to take part in the study will be asked to return the questionnaire to the box provided in the clinic reception area.
C2.1 (d) Will participants be informed of their right to refuse to participate and their right to withdraw from this research study?
Yes - they will be informed of their right to refuse to participate. However, given the nature of this study (which involves completing a short anonymous survey) it will not be possible for patients to withdraw once the survey has been returned.

C2.1 (f) Will there be a time interval between giving information and seeking consent? No
C2.1 (h) If no, please justify.

This study involves participants completing a short, anonymous survey.  Given the nature of this study, a time interval between receiving the Information Leaflet and completing the questionnaire is not required.

SECTION C3
adult participants - CAPACITY

C3.1 (a) Will all adult research participants have the capacity to give informed consent?  Yes  
SECTION c4
participants under the age of 18

C4.1  (a) Will any research participants be under the age of 18 i.e. Children? No
SECTION C5
PARTICIPANTS -  CHECKLIST 

Please confirm if any of the following groups will participate in this study.  This is a quick checklist for research ethics committee members and it is recognised that not all groups in this listing will automatically be vulnerable or lacking in capacity.

C5.1 Patients  Yes - outpatients  
C5.2 Unconscious patients   No
C5.3 Current psychiatric in-patients No
C5.4 Patients in an emergency medical setting No
C5.5 Relatives / Carers of patients No
C5.6 Healthy Volunteers No
C5.7 Students No
C5.8 Employees / staff members No
C5.9 Prisoners No
C5.10 Residents of nursing homes No
 
C5.11 Pregnant women  Yes – potentially some patients may be pregnant
C5.12 Women of child bearing potential  Yes  - potentially some patients may be  women of child-bearing potential
C5.13 Breastfeeding mothers Yes  - potentially some patients may be breastfeeding mothers
C5.14 Persons with an acquired brain injury  No
C5.15 Intellectually impaired persons No
C5.16 Persons aged > 65 years Yes 
C5.17 If yes to any of the above, what special arrangements have been made to deal with issues of consent and assent (if any)?

No special arrangements have been made for these groups.
SECTION D
research  PROCEDURES

D1.  What research procedures or interventions (over and above those clinically indicated and/or over and above those which are part of routine care) will research participants undergo whilst participating in this study?
Research participants will complete a short anonymous survey
D2.  If there are any potential harms resulting from any of the above listed procedures, provide details below:
Minor inconvenience for the research participants; 5 – 10 minutes to complete and return the questionnaire
D3.  What is the potential benefit that may occur as a result of this study? 

The benefit of conducting this study is:

a) a benefit to students in teaching them how to conduct a simple research study;

b) a benefit to the principal investigator who, without the support of students, would not have had the personnel or time to conduct this pilot study.

c) a benefit to society, if this study results in generation of new knowledge.  As this is a small, student study, the study will be unlikely to result in publication, but the results will be presented by the students in the college at the end of their placement.  Depending on the results, the principal investigator may undertake a larger scale study.

D4 (a) Will the study involve the withholding of treatment?

Non-applicable
D5.  How will the health of participants be monitored during and after the study?

Non-applicable
D6 (a) Will the interventions provided during the study be available if needed after the termination of the study? 
Non-applicable
D7.  Please comment on how individual results will be managed. 
As questionnaires will be anonymous, it will not be possible for research participants to receive individual results.
D8.  Please comment on how aggregated study results will be made available.

Students will write up and present study results in an anonymous format at the end of their SSC student rotation.  

D9.  Will the research participant's general practitioner be informed the research participant is taking part in the study (if appropriate)?  No 
D10.  Will the research participant's hospital consultant be informed the research participant is taking part in the study (if appropriate)?
No
SECTION E
data protection
SECTION E1
 data processing - consent
E1.1 (a)  Will consent be sought for the processing of data? 
Yes – however, there is no consent form.  Consent will be implied / inferred by the act of completing the survey.
SECTION E2
data processing - GENERAL
E2.1  Who will have access to the data which is collected? 

Dr. Daffy Duck and delegated members of his team;
Mr. Mickey Mouse and Ms. Minnie Mouse, medical students.

E2.2  What media of data will be collected?

Paper surveys;
Electronic spreadsheets in order to collate and analyse the data.

E2.3 (a) Would you class the data collected in this study as anonymous, irrevocably anonymised, pseudonymised, coded or identifiable data?
Anonymous
E2.4  Where will data which is collected be stored?

It is not the intention to store the paper surveys.  For the duration of this project, any hard copy surveys collected will be in the possession of the two medical students.  
In addition, the electronic spreadsheet used to collate / analyse the results will be in the possession of the students for the duration of the two / three week project.

After this, the spreadsheet will be given to the Principal Investigator for storage in his office in Beaumont Hospital.

E2.5   Please comment on security measures which have been put in place to ensure the security of collected data.
Student laptops will be password-protected.
Dr. Duck’s desktop is pass-word protected.

E2.6 (a)  Will data collected be at any stage leaving Beaumont Hospital?Yes
E2.6 (b) If yes, please elaborate.

Students will be using their laptops and memory sticks to collate and analyse the data, and may potentially go off-site with these.

Permission to do this is conditional: only anonymous data can be placed on student laptops / memory sticks.

E2.7 Where will data analysis take place and who will perform data analysis (if known)?

Data analysis will be performed by Dr. Duck, delegated members of his medical team, and Ms. Mickey Mouse & Ms. Minnie Mouse (Medical Students) both on and off-site.
e2.8 (a)  After data analysis has taken place, will data be destroyed or retained?

Retained

E2.8 (b)  Please elaborate. 

The electronic spreadsheet will be retained by Dr. Duck for use in future research studies (subject to the usefulness of the study findings)

E2.8 (d)  If retained, for how long, for what purpose, and where will it be retained?  

12 months (subject to the usefulness of the study findings);
For use in future research studies;

On the principal investigator’s desktop computer in Beaumont Hospital.
E2.9   Please comment on the confidentiality of collected data.

Dr. Duck will emphasise the importance of confidentiality to the medical students under his supervision.
E2.10 (a) Will any of the interview data collected consist of audio recordings / video recordings? No
E2.11 (a) Will any of the study data collected consist of photographs/ video recordings?  No
SECTION e3
ACCESS TO HEALTHCARE RECORDS
E3.1 (a) Does the study involve access to healthcare records (hard copy / electronic)?  No 
SECTION j
INDEMNITY

J1 (a)  Is each site in which this study is to take place covered by the Clinical Indemnity Scheme (CIS)? 

Yes – this study will take place in Beaumont Hospital – this site is covered by the Clinical Indemnity Scheme

J2 (a)  Is each member of the investigative team covered by the Clinical Indemnity Scheme (CIS)?  No
J2 (b)  If no, do members of the investigative team not covered by the Clinical Indemnity Scheme (CIS) have either current individual medical malpractice insurance (applies to medical practitioners) or current professional liability insurance either individually or as provided by their hosting/employing institution (generally applies to allied healthcare professionals, university employees, scientists engineers etc.)?

RCSI students are covered by RCSI Insurance

J3 (a)  Who or what legal entity is the sponsor of this research study? 

Dr Daffy Duck, Consultant Rheumatologist, Beaumont Hospital.
J3 (b)  What additional indemnity arrangements has the sponsor put in place for this research study in case of harm being caused to a research participant (if any)? 

None.  The RCSI provides insurance cover for all students on placement in Beaumont Hospital

SECTION k
COST AND RESOURCE IMPLICATIONS and funding
K1 (a)  Are there any cost / resource implications related to this study?  Yes 
K1 (b) If yes, please elaborate.  
Time / Personnel, in the form of students, to be provided by RCSI;

Consumables (e.g. printing / photocopying) to be co-ordinated by the Principal Investigator

K2 (a) Is funding in place to conduct this study? No
K2 (b) If no, has funding been sought to conduct this study?  No
K3.  Please provide details of any payments (monetary or otherwise) to investigators.  None
K4.  Please provide details of any payments (monetary or otherwise) to participants. None
SECTION l
ETHICAL ISSUES
L1.   Please identify any particular additional ethical issues that this project raises and discuss how you have addressed them. None
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Research Information Leaflet
Dear Sir / Madam

We are conducting research into the use of complementary or alternative therapies.  

We would be grateful if you could fill out the attached questionnaire and place it in the box located at the clinic reception desk.  It should only take you about 5 – 10 minutes.
The questionnaire is anonymous.  Your name and personal details will not be used.  Participants will have complete confidentiality.  Completion of the questionnaire is completely voluntary.  

The information collected will be used and stored for the purposes of this research for a period up to 12 months.  After this time the information will be shredded and destroyed.

	Why is this study being done?


This study is looking at complementary or alternative therapies.  It is investigating what, if any, complementary or alternative therapies patients use.
	Who is organising this study?


Dr. Daffy Duck is the Principal Investigator of this study.  Mr. Mickey Mouse and Ms. Minnie Mouse, two 3rd year medical students, are working under his guidance to complete this study as part of their undergraduate medical degree at the Royal College of Surgeons in Ireland.  Both Mr. Mickey Mouse and Ms. Minnie Mouse are based in Beaumont Hospital for the duration of this study.

	How will the study be carried out?


The study will be carried out over the months of February and March 2012 and will include approximately 60 participants who attend the rheumatology clinic in Beaumont Hospital.
For additional information now or any future time please contact: 

Dr. Daffy Duck

Consultant Rheumatologist
01 809 99 99 99
Thank you for considering taking part

Research Survey

Age in Years:  ________

Gender:    Male  / Female

Do you use complementary or alternative therapies?
Yes  /
No

Please circle the types of therapies you use.  

[You may circle as many types as used, or you may use the lines below to specify any types not given as options to circle.]

Acupuncture
Homeopathy
Chiropractic
Massage

Reflexology
Aromatherapy
Reiki
Tai Chi

Meditation
Ayurveda Therapy
Yoga

Pilates

Hypnosis
Cannabis
Prayer
Biofeedback
Chinese Herbal Remedies
Vitamin Supplements


Other (please specify):  ____________________________________________

________________________________________________________________

________________________________________________________________

________________________________________________________________

________________________________________________________________

________________________________________________________________

Please place the completed questionnaire 
in the box located at the clinic reception desk
Thank you for your time
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