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Single patient multiple cross-over trials to determine the efficacy  
of pilocarpine 5 mg orally dissolving tablets in relieving xerostomia 

 
Trial Coordinator Mrs Rose Estafanos, PhD candidate, School of Pharmacy, UQ 
 
Principal Investigator  A/Prof Kathryn Steadman, School of Pharmacy, UQ 
 
Study Clinician Prof Geoffrey Mitchell 
 
Co-Investigators Dr Hugh Senior, Dr Esther Lau, Dr Jane Nikles, A/Prof James McGree 
 
Study Centre UQ School of Pharmacy, 20 Cornwall St, Woolloongabba, Qld 4102 
 
We are looking for people who suffer from dry mouth to take part in this trial. Dry mouth is 
when you feel the amount of saliva in your mouth is minimal or reduced; it causes you to 
have difficulties chewing food and you often sip fluids to help wet your mouth. 
 
You can take part in this trial if: 

• You suffer from clinically significant dry mouth (xerostomia)  
• You are able to produce saliva (even a little amount) upon chewing a piece of gum, 

because pilocarpine, the medicine that will be used in this trial, only works if some salivary 
glands are still functioning. 

• You are aged 18 years or more. 
 
WHAT IS THE TRIAL ABOUT? 
 
Dry mouth (xerostomia) is a major problem that many people experience, especially those who 
have received radiotherapy for the treatment of head and neck cancer. It also accompanies other 
diseases such as Sjögren syndrome. Saliva plays many vital roles in our daily life and people with 
reduced saliva production can experience a variety of health problems. 
 
Pilocarpine is a medication that stimulates the nerves supplying the salivary glands. This 
stimulates the production of your own saliva. The effect lasts for about three hours, and so it is 
usually taken three times daily. Pilocarpine is usually taken before a meal to produce more saliva 
in time for eating. 
 
Pilocarpine is only available as eye drops to treat glaucoma in Australia, but tablets are available 
for treating dry mouth in many countries around the world. This trial investigates pilocarpine orally 
dissolving tablets (ODTs), which are little tablets that dissolve rapidly in the mouth and can be 
compounded in pharmacies.   
 
This trial will provide information about whether pilocarpine ODTs are effective in treating dry 
mouth, and this information will help to improve management of dry mouth in Australia. 
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WHAT ARE THE TRIAL PROCEDURES AND ASSESSMENTS? 
 
The medicine: 
 
The length of the trial is 18 days. You will receive 18 paper envelopes labelled with a number from 
1 to 18. Each envelope contains 3 ODTs in a blister pack. Nine of these envelopes contains the 
active treatment (pilocarpine 5 mg) in every tablet, while the other 9 will contain no active 
ingredient (placebo). You will be asked to take one ODT three times daily (first ODT in the morning 
before breakfast, second ODT in the afternoon before lunch and the third ODT in the evening 
before dinner). All blister packs and ingredients will appear, taste and smell similar and neither you 
nor the Trial Coordinator or Principal Investigator will know whether you are taking the active 
treatment or the placebo each day until the end of the trial.  

The reason for using a placebo treatment is to reduce the chance of any bias occurring in the 
results of the trial. If, in an emergency, we need to know whether you are taking pilocarpine or 
placebo at any particular time, the Study Clinician will have the details of your personal trial 
schedule. 

The assessments: 

We want to see if your level of dry mouth is any different on the days you are taking pilocarpine 
compared to when you are taking the placebo, so: 

• twice a day, just before breakfast and dinner, you will be asked to spend 3 minutes 
collecting your saliva in a labelled container that we give you.  

• three times a day, after each meal, we will ask you to complete the daily diary, which 
contains short questionnaires that record your level of dry mouth and any side effects that 
may or may not be associated with pilocarpine.  

• every three days the Trial Coordinator will call you to find out if you have remembered to 
take your medications and to hear of any symptoms or side affects you might be 
experiencing.  

 
Before the trial starts you will be required to have an introductory meeting with the Trial 
Coordinator, at a mutually agreeable time, to obtain your consent to participate, gather some 
background information, and take the trial pack (containing the medications, tubes for saliva 
collections, and daily diary) home with you. If you will not be able to attend a meeting, the Trial 
Coordinator will send the forms to be completed, explain the trial and ask you some questions by 
telephone, and you will send back the forms before the trial pack is mailed to you. 
 
At the end of the trial you will send the saliva specimens that you have collected, and the daily 
diary, and all 18 blister packs with any remaining ODTs, by mail to the Trial Coordinator in a pre-
paid envelope that we supply. 
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ARE YOU ELIGIBLE TO PARTICIPATE IN THIS TRIAL? 
 
We would like your permission for our Study Clinician to contact your regular medical practitioner in 
order to confirm your eligibility to participate, because if you experience any of the following you 
will not be able to take part in this study: 

• Problems with your eyes which may be made worse with the medicine you will taste. For 
example, problems of the iris (coloured part of the eye) or glaucoma. 

• A co-existing medical problem that is not well controlled and there is a risk of it worsening, 
or where a change to active treatment is contemplated. For example, severe or 
uncontrolled asthma or pulmonary disease, uncontrolled low or high blood pressure, 
overactive thyroid, uncontrolled seizures or heart rhythm problems (especially prolonged 
slow heart rate – a pacemaker doesn’t prevent you from participating) or Parkinson's 
disease 

• An active infection in your mouth i.e. thrush, cold sores, shingles, or mouth ulcers. 
• Suspected or confirmed pregnancy. 
• Intervention (e.g. radiotherapy, chemotherapy, surgery) that might alter dry mouth 

symptoms during the 2 weeks prior to the study period, or plans to undergo such therapy 
during the study period. 

• Plans to change any medication with the potential to cause dry mouth within the trial period. 
• Plans to use any other prescribed medication which is known to increase saliva production 

and relieve dry mouth during the trial period. 
You should also be able to understand written English language. 
 
IS THERE ANY RISK IN PARTICIPATING? 
 
There is a risk of side effects which may be unpleasant but are very unlikely to be dangerous. 
Common side effects due to pilocarpine are sweating, the need to pass urine more frequently, 
increased tear production, nausea, rhinitis, diarrhoea, chills, flushing, dizziness and asthenia 
(weakness). The medicine is short acting, and these should abate quickly should they occur. 
 
The other components in the orally dissolving tablets are commonly used in foods and 
pharmaceuticals. Adverse reactions to the components are very unlikely. They are sweetened with 
the natural sweetener stevia and do not contain any sugar.  
 
There is a small risk that answering the questions about the cause of your condition and the quality 
of your life may cause you to reflect on your life and situation, and may cause distress. Please tell 
the Principal Investigator about these feelings and stop the questionnaire if you feel unable or too 
upset to continue.  
 
IS THERE ANY BENEFIT IN PARTICIPATING? 
 
After your results have been analysed, a personalised report of the outcome will be sent to you and 
to your medical practitioner. A detailed formula and instructions on how to prescribe pilocarpine 
ODTs will also be sent to your medical practitioner. Therefore, if you wish to use pilocarpine ODTs 
in the future you can discuss this with them. A compounding pharmacy will be able to prepare and 
dispense pilocarpine ODTs in response to a prescription from your doctor. 
 

There is no payment or incentive to participate. If registration occurs at the study centre, you will be 
reimbursed for the travel with a $30 Coles/Myer voucher. At the end of the trial, you will receive 
$90 Coles/Myer vouchers as a token of our appreciation for your participation. 
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WILL YOUR PRIVACY BE RESPECTED? 
 
This trial is confidential. All paper and electronic copies of your data will be identified only by a 
unique identification number and your initials. Your name and contact details will be collected on a 
separate form in case we need to contact you regarding the trial or if you wish to withdraw from the 
trial. This will be kept in a locked cabinet under the supervision of the Principal Investigator. The 
Principal Investigator will also have your first name and preferred telephone number in order to 
contact you every 3 days during the trial to discuss your progress. The only identifier that will link 
your contact details to data collection sheets will be your participant number. All of these paper 
forms will be securely stored for 15 years and then shredded.  
 
Data collection sheets will be transferred into Excel spreadsheets for analysis – these will not 
contain any information that can be used to identify you. Electronic data files will be password-
protected and stored indefinitely, and made available for use if requested by other researchers. 
 
NOTIFYING THE INVESTIGATOR 
 
Please tell us if you are already taking part in any other studies or if you are asked about taking 
part in a new study. This is to make sure that the treatment for this trial does not interfere with the 
treatments of other studies. The Principal Investigator will be able to discuss with you if you are 
able to take part in more than one study at a time. 
 
Please tell us if you need to have any elective or emergency surgery while you take part in this 
trial. You should inform the Trial Coordinator as soon as you know or able to. 
 
SERIOUS ADVERSE EVENTS OR INJURY 
 
We do not expect you to suffer any serious effects or injury from the treatment or from participating 
in this trial. However, if you think you have an injury or illness resulting from the treatment or from 
your participation please contact the Study Clinician immediately; contact details are at the front of 
the daily diary. The research team will make sure that you receive necessary treatment.  

PARTICIPATION IS VOLUNTARY 

You are able to withdraw your participation at any time without penalty or prejudice, and you do 
not need to provide a reason.  
 
If you do choose to leave the trial, you must return all of the trial documents and the blister packs 
containing the treatments to the Trial Coordinator in order that the appropriate assessments can be 
completed and suitable care provided where required.   
 
You can withdraw during data collection, or after data collection is complete and before publication 
of the results. If you choose to withdraw from the trial you can decide whether the data already 
collected from you can be used or removed from analysis. 
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I WANT TO PARTICIPATE – WHAT NEXT? 
 
Please contact the Trial Coordinator, Mrs Rose Estafanos. You will be asked to provide contact 
details of your regular medical practitioner so our Study Clinician can make sure that you do not 
have a medical condition that means that you shouldn’t take pilocarpine. Once this has been 
checked, she will arrange a time with you to have the introductory meeting and give you the trial 
pack.  
 
 
Thank you for your time. A summary of the results from this trial will be available on request. If 
you are interested, please contact one of the investigators. 
 
 
RESEARCH TEAM 
 
Please feel free to contact any member of the research team for further inquiries. 
 
Trial Coordinator: Mrs Rose Estafanos (PhD student, UQ)              r.estafanos@uq.edu.au                         
   
Principal Investigator: A/Prof Kathryn Steadman (UQ)           k.steadman@uq.edu.au 
 
Study Clinician:  Prof Geoffrey Mitchell (UQ)              g.mitchell@uq.edu.au 
 
Co-Investigators:  Dr Hugh Senior (Massey Uni, NZ)   H.Senior@massey.ac.nz                                             

Dr Esther Lau (QUT)                        et.lau@qut.edu.au 
                                    Dr Jane Nikles (UQ)      catherine.nikles@uq.edu.au 
   A/Prof James McGree (QUT)   james.mcgree@qut.edu.au  
 
 
This trial adheres to the Guidelines of the ethical review process of The University of 
Queensland and the National Statement on Ethical Conduct in Human Research. Whilst you 
are free to discuss your participation in this trial with project staff (contactable on 07-3346 
1886 or email k.steadman@uq.edu.au), if you would like to speak to an officer of the 
University not involved in the trial, you may contact the Ethics Coordinator on 3365 3924. 
 

 
THANK YOU FOR CONSIDERING THIS TRIAL 
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