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Appendix 6. Approvals, consent form and information sheets 

(English and Thai) 
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Approvals from Flinders Clinical Research Ethics Committee (FCREC) 
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Approvals from Phramongkutklao Clinical Research Ethics Committee 
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Consent form (English) 

 
FLINDERS MEDICAL CENTRE 

FLINDERS UNIVERSITY OF SOUTH AUSTRALIA 
 

CONSENT TO PARTICIPATION IN RESEARCH 

 

 

I,                          request and give consent to my 

        

                                                        first or given names                        surname 

involvement in the research project: 

 

Effects of reflexology on reducing blood pressure in patients with hypertension 

(short title of research project) 

I acknowledge that the nature, purpose and contemplated effects of the research 

project, especially   

 

As far as they affect me have been fully explained to  

 

my satisfaction by                   and my consent is given 

voluntarily 
 

    first or given names               surname
 

 

I acknowledge that the detail(s) of the following procedure(s): 

- Randomisation  

- Complete QOL and demographic questionnaires. 

- Have BP taken before and following reflexology or light foot massage. 

- Undergo 30-50 minutes of reflexology or light foot massage twice a week for 4    

   weeks. 

- Have approximately 5 ml of blood drawn on two occasions. 
 

 

has/have been explained to me,  including indications of risks; any discomfort involved; 

anticipation of length of time and the frequency with which the procedure(s) will be 

performed. 
 

I have understood and am satisfied with the explanations that I have been given. 
 

I have been provided with a written information sheet. 
 

I understand that my involvement in this research project and/or the procedure(s) may 

not be of any direct benefit to me and that I may withdraw my consent at any stage 

without affecting my rights or the responsibilities of the researchers in any respect. 
 

I understand that any payment made to me is simply an expression of gratitude for 

assistance in this research project. 
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I acknowledge that I have been informed that should I receive an injury as a result of 

taking part in this study, I may need to start legal action in order to receive 

compensation. 
 

I declare that I am over the age of 18 years. 
 

 

 

Signature 

of research 

participant:  

 
 

     Date: 
 

 

Signature of Witness: 
 

 

 

Printed Name of Witness: 
 

I,  have described to  

the research project and the nature and effects of the procedure(s) involved. In my opinion 

he/she understands the explanation and has freely given his/her consent. 

  

Signature: 
 

 

Date: 
 

 
Status in project:  
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Consent form (Thai) 
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Information sheets (English) 

 

 

 

 

 

Participant Information Sheet 
 

Effects of foot reflexology on reducing blood pressure in patients with 

hypertension 

 
You are invited to take part in a study exploring the effect of foot reflexology on 

reducing blood pressure.  High blood pressure occurs in populations worldwide, 

particularly in developing countries such as Thailand.  High blood pressure can 

contribute to heart disease, heart attacks, stroke and renal failure inducing death.  

This study will explore the potential for reflexology to assist in the treatment of 

patients with high blood pressure. 

 

This is a research project, and you do not have to be involved.  If you do not wish to 

participate, your medical care will not be affected in any way. 

 

If you choose to participate, you will be asked to read and sign a consent form to 

confirm your commitment to being involved in the study.  At the first day of trial, 

you will be asked to answer some general questions about your living circumstances 

and complete a quality of life questionnaire.  This will take approximately 15 

minutes. You will be randomised (like flipping a coin) to receive either reflexology 

or light foot massage.  You will return to the hospital for your treatment. 

 

Your blood pressure will be measured by a staff nurse after 10 minutes of rest, and 

then you will receive either reflexology or light foot massage for 30 to 50 minutes 

twice a week for 4 weeks.  Immediately after treatment, your blood pressure level 
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will be measured again.  The levels of lipid in your blood (LDL cholesterol and 

triglyceride) will be measured on the first day and the last day of treatment by 

nurses’ staff at the medical-outpatient department. This means approximately 5 mls 

of blood will be drawn each time. Risks associated with drawing blood include minor 

pain, the possibility of bruising and rarely infection. On the last day of the trial, you 

will be asked to complete the quality of life questionnaire again. The investigator 

will pay the costs of lipid measurements.  

Reflexology is not harmful therapy. However, it may rarely cause some 

disadvantages. The side effects are thought to be caused by the body’s effort to 

eliminate toxic substances. The symptoms are fever, rash, sweating, light diarrhoea 

from more frequent bowel movement, flatulence, increase of urination with darker 

and stronger smell, increase of mucus in the nose, mouth, and bronchials, disturbed 

sleep, increase of vagina discharge, tiredness, headaches, depression, and worse 

pre-symptoms.  

 

Your participation in the study is entirely voluntary and you have the right to 

withdraw from the study at any time.  If you decide not to participate in this study or 

if you withdraw from the study, you may do this freely without prejudice to any 

treatment at Phramongkutklao Hospital. 

 

You will not receive any payment for participating in this study. However, your 

transportation costs will be reimbursed at each appointment (50 Bahts). 
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All records containing personal information will remain confidential and no 

information that could lead to your identification will be released to anyone outside 

the research team.   

 

Should you require further details about the project, either before, during or after the 

study, you may contact Ms Jeranut  Somchock at this phone number: 09 2316898 or 

this e-mail address: j_somchock@yahoo.com 

 

This study has been reviewed by the Flinders Clinical Research Ethics 

Committee.  Should you wish to discuss the project with someone not directly 

involved, in particular in relation to matters concerning policies, your rights as 

a participant, or should you wish to make a confidential complaint, you may 

contact the Administrative Officer – Research, Ms. Carol Hakof, on (08) 8204 

4507 or at the department of the ethical committes of Phramongkutklao 

Hospital, on 02-2460 066 ext. 93681. 
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FLINDERS MEDICAL CENTRE 

FLINDERS UNIVERSITY OF SOUTH AUSTRALIA 
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Appendix 7. Tables 

Table 1. Other co-morbidities of the two study groups  

Medical Conditions 

 

Foot Reflexology Group 

(n = 64) 

Light Foot Massage Group 

(n = 64) 

Paralysis 

Asthma 

Bell’s palsy 

Thyroid disease 

Prostate enlargement/CA 

TB lymph node 

Hernia 

CA breast/rectum 

Abdominal aortic aneurysm 

Psoriasis 

Spondylosis or 

Spondylolisthesis/with 

Dysuria 

Peptic ulcer 

- 

- 

1.6 

3.1 

1.6 

- 

- 

1.6 

- 

1.6 

 

1.6 

1.6 

1.6 

3.1 

- 

4.7 

1.6 

1.6 

1.6 

3.1 

1.6 

- 

 

1.6 

- 
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Table 2. Other medical treatments of the two study groups  

Medical Treatments Foot Reflexology Group 

(n = 64) 

Light Foot Massage Group 

(n = 64) 

Peripheral vasodilators & 

cerebral activators 

Muscle relaxants 

Anti-rheumatic, anti-

inflammatory analgesics 

Oestrogens & progesterones & 

related synthetic drugs 

Antacids & antiulcerants 

GIT regulators, antiflatulents & 

anti-inflammatories 

Gout preparations 

Anti-depressants 

Other agents affecting 

metabolism 

Agents affecting bone 

metabolism 

Minor tranquilisers 

Vitamin B 

Nootropics & neurotonics 

Anti-asthmatic & COPD 

preparations 

 

1.6 

- 

 

9.4 

 

1.6 

12.5 

 

9.4 

3.1 

1.6 

 

- 

 

1.6 

3.1 

7.8 

6.3 

 

1.6 

 

 

3.1 

4.7 

 

7.8 

 

1.6 

10.9 

 

3.1 

4.7 

3.1 

 

1.6 

 

3.1 

4.7 

4.7 

1.6 

 

- 
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Table 3. Other medical treatments of the two study groups (continued) 

Medical treatments Foot Reflexology Group 

(n = 64) 

Light Foot Massage Group 

(n = 64) 

Thyroid preparations 

Calcium/with vitamins 

Anti-emetics & antivertigo drugs 

Neurodegenerative disease drugs 

Antihistamines & anti-allergics 

Multivitamins 

Cough & cold remedies 

Analgesics & antipyretics, 

anticonvulsants 

Anti-anemics, pre & post natal 

vitamins 

Quinilones 

Laxatives, purgatives 

Cardiac drugs 

Other drugs for genito-urinary 

system 

Vitamin E 

Anticonvulsants 

Antibiotics 

Antituberculous agents 

 

3.1 

1.6 

6.3 

4.7 

1.6 

- 

1.6 

 

3.1 

 

6.3 

- 

1.6 

1.6 

 

1.6 

1.6 

- 

- 

- 

 

3.1 

1.6 

3.1 

1.6 

3.1 

3.1 

- 

 

1.6 

 

4.7 

1.6 

1.6 

3.1 

 

3.1 

3.1 

1.6 

1.6 

1.6 
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Table 4. Other medical treatments of the two study groups (continued) 

 

 

Medical treatments Foot Reflexology Group 

(n = 64) 

Light Foot Massage Group 

(n = 64) 

Androgens & related synthetic 

drugs 

Calcium carbonate or calcium 

acetate 

Arthritis drugs 

 

- 

 

7.8 

- 

 

1.6 

 

7.8 

1.6 
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Appendix 8. Participants’ comments 

Additional comments on each treatment from participants 

Comments Foot reflexology 

n 54 (84.4%)  

Light foot massage 

n 48 (75%) 

Satisfied with treatment Very much: 43 (67.2%) 

Average: 11 (17.2%) 

Very much: 42 (65.6%) 

Average: 6 (9.4%) 

Feel comfortable 22 (34.4%) 17 (26.6%) 

Feel relaxed 15 (23.4%) 12 (18.75%) 

Relieve fatigue, numbness, 

cramp 

15 (23.4%) 9 (14.1%) 

Walk easier 6 (9.4%) 5 (7.8%) 

Feel relaxed/light in feet 6 (9.4%) 1 (1.6%) 

Want to have more of this 

treatment in the hospital 

5 (7.8%) 8 (12.5%) 

Lower blood pressure 4 (6.25%) 5 (7.8%) 

Sleep well 3 (4.7%) 5 (7.8%) 

Like it very much 3 (4.7%) 0 

Would like more time 2 (3.1%) 5 (7.8%) 

Relieve stress 2 (3.1%) 1 (1.6%) 

Good emotion 1 (1.6%) 6 (9.4%) 

More specific area 1 (1.6%) 0 

Prefer less pressure 1 (1.6%) 0 

Everyday treatment/wk 1 (1.6%) 0 

Better health 1 (1.6%) 0 
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Additional comments on each treatment from participants (continue) 

 

 

Comments Foot reflexology 

n  54 (84.4%)  

Light foot massage 

n  48 (75%) 

Brain relaxed 1 (1.6%) 0 

Warmer feet 1 (1.6%) 0 

More confident to go out 1 (1.6%) 0 

Feel fresh 1 (1.6%) 2 (3.1%) 

Relieve feet pain 1 (1.6%) 1 (1.6%) 

Relieve feet oedema 1 (1.6%) 0 

More sex ability 1 (1.6%) 0 

Better than taking medicine 1 (1.6%) 1 (1.6%) 

SBP increase 1 (1.6%) 0 

Prefer harder 0 1 (1.6%) 

More energy 0 1 (1.6%) 

Heart beat regularly 0 1 (1.6%) 

Dizziness disappeared 0 1 (1.6%) 

Muscle relaxed 0 1 (1.6%) 

Weight loss 0 1 (1.6%) 

Relieve headache 0 1 (1.6%) 

Relieve back pain 0 1 (1.6%) 

Had diarrhoea 0 1 (1.6%) 

Void more frequently 0 1 (1.6%) 
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Additional comments on each treatment from participants (continue) 

 

 

Comments Foot reflexology 

n  54 (84.4%)  

Light foot massage 

n  48 (75%) 

Stronger urine colour and 

odour 

0 1 (1.6%) 

Follow BP once a 

month/every two months 

0 1 (1.6%) 

Light music 0 1 (1.6%) 

Body massage 0 1 (1.6%) 

 


