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DO YOU WANT TO TAKE PART IN A RESEARCH TRIAL?
You are soon going to have an operation.  Your surgeon will do everything possible to prevent germs from getting into the wound, but about 1 patient out of 100 still gets an infection after an operation like this.  In Nelson we are doing research to test two new ways to prevent this.  You can choose whether you want to take part in this trial. 
What happens in the trial?

Each patient will be interviewed by a research assistant. This may take place in the clinic or at your home or work.  You will then be ‘randomised’ (like by the toss of a coin) to one of the following three groups:

1. Standard treatment (this includes all the infection-prevention methods recommended in New Zealand in 2015).
2. Standard treatment plus an antibiotic called doxycycline, taken by mouth for 2 days before the operation.
3. Standard treatment plus a skin antiseptic gel called Microdacyn, applied to the skin over your wound site for 2 days before the operation.
Then during the operation your surgeon will take 2 to 4 swab samples from your wound.  After the operation a research assistant or an Infectious Disease Specialist doctor will contact you twice to see if you got an infection or not.  

Benefits of taking part

1. You will get extra attention from the research team, free-of-charge.

2. If you are randomised to one of the two extra treatments, these are provided free-of-charge and your chance of getting an infection in the wound might be even lower than normal.

3. If particularly harmful bacteria are found on the swab during the operation, then something extra may be able to be done to prevent an infection developing.

There is no payment or reimbursement of expenses for taking part in the trial.  There is a small risk of getting indigestion or another side effect from the antibiotic tablet doxycycline, if you are randomised to that as extra treatment.  
Who can take part in this research trial?

You can take part if you are aged over 16 years and are going to have a ‘clean’ orthopaedic or pacemaker operation in Nelson Hospital or Manuka St Hospital.  

You can’t take part if:

· You are pregnant or breastfeeding.
· Microdacyn burns or harms your skin (this is rare).
· You are allergic to one or more of the following antibiotics: doxycycline, minocycline, tetracycline, any of the cephalosporin group, or any of the penicillin group (severe reaction) 
· You are allergic to the antiseptic chlorhexidine.
· You have had the disease Clostridium difficile colitis in the past.

· Your doctor suspects an infection on the skin overlying the operation or deep inside at the operation site.

· You have had at least one dose of an antibiotic in the 4 days before the start of the trial.

· The operation site is covered by plaster of Paris or a dressing during the 3 days before the operation.  
What happens now?
A research assistant will contact you and ask you if you want to take part in the trial.  

If you do not want to take part, there is no cost, penalty or negative effect on your care.  Your surgeon will still use the best, standard infection-prevention treatments recommended in New Zealand in 2015.  

If you are willing to take part in the trial, the research assistant will offer to meet with you to explain more about the trial, enrol you and give you instructions and any extra treatments.

If you have any questions about this research trial, you may contact Dr Richard Everts, Infectious Disease Specialist on 027-463-3284 or richard.everts@nbph.org.nz.   
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