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Participant Information Sheet 

Title:  Opioid PrEscRiptions and usage After Surgery (OPERAS): Protocol for a prospective 
multi-centre observational cohort study of the prescription and usage of opioids after common 
surgical procedures. 

Short title: Opioid Prescriptions and usage after surgery  

HREC Reference: [ENTER WHEN APPROVED] 

Lead investigator: [ENTER LOCAL PRINCIPAL INVESTIGATOR DETAILS] 

 

You are invited to take part in a study on opioid prescriptions and usage after surgery.  Whether 
or not you take part is your choice.  If you don’t want to take part, you don’t have to give a reason, 
and it won’t affect the care you receive.  If you do want to take part now, but change your mind 
later, you can pull out of the study at any time.  
  
This Participant Information Sheet will help you decide if you’d like to take part.  It sets out why 
we are doing the study, what your participation would involve, what the benefits and risks to you 
might be, and what would happen after the study ends.  We will go through this information with 
you and answer any questions you may have. You do not have to decide today whether or not 
you will participate in this study. Before you decide you may want to talk about the study with 
other people, such as family, whānau, friends, or healthcare providers.  Feel free to do this. 
  
If you agree to take part in this study, you will be asked to sign the Consent Form on the last page 
of this document.  You will be given a copy of both the Participant Information Sheet and the 
Consent Form to keep. 
  
This document is [x] pages long, including the Consent Form. Please make sure you have read 
and understood all the pages. 

You are being invited to participate in this study as you have recently undergone a common 
surgical procedure which we have chosen to include with a follow up period of up to 7 days after 
discharge.  

 

1. What is the purpose of this research? 
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The purpose of this study is to be able to better understand how doctors prescribe pain 
medication at discharge after surgery and improve insight into participant’s experiences of pain 
after surgery. It will also contribute to current research on the prescription of opioids after 
surgery. This study is important as it will help inform and improve how pain is managed after 
hospital discharge following surgery.  

This study will involve collecting data on pain relief medication immediately after you have 
surgery, when you are discharged, as well as after 7 days after leaving hospital. We will be 
collecting data on the type of pain medication you are given, and if you are prescribed opioids, 
the type and amount of opioids. Data on your usage of these medications and your feedback on 
its usefulness in managing pain will also be collected. 

 

2. Who is undertaking this research? 

The primary investigators is the Trials and Audits in Surgery by Medical Students in Australia 
and New Zealand (TASMAN) Collaborative. [ENTER DETAILS OF LOCAL TEAM]. 

 

3. Do I have to take part in this research project? 

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. Also, you may withdraw from the project at 
any time after you have commenced. 

 

4. What does participation in this research involve? 

If you agree to participate in this study we will ask your permission to access your 
hospital medical record and collect relevant information. You will have your hospital 
medical records accessed by a member of the research team within our department to collect 
relevant information for the study. All this information will be de-identified and stored in a secure 
database (see section 8 below for more details). 

If you take part, you will be contacted by telephone between 7 and 10 days after being 
discharged from hospital. The person phoning you will ask about the medicines you were 
prescribed for pain relief when you left hospital, how much you have used in the time at home, 
whether you have needed more than the amount you were given, and some questions about 
how well you have been since discharge.  

If you take part, you will not need to complete any additional activities, attend follow-up clinics, 
or have any changes made to your medical treatment as a result of taking part in the study. 
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5. What are the possible benefits of taking part? 

This research will not have a direct benefit to you, but will inform future research and 
understanding of opioid use after surgical procedures in the medical field, which might help 
patients who have to have similar operations to yours in the future

 

6. What are the possible risks and disadvantages of taking part? 

There are minimal foreseeable risks for participation in the study since there are no changes to 
medical treatment with participation in the study. The most significant risk is that data collectors 
will be able to view your medical records but this will be kept confidential and de-identified when 
included in the study.  

The follow up phone call will take approximately 10 minutes. 

 

7. Can I have other treatments during this research project? 

Treatments and pain relief will be determined by the medical team looking after you and your 
General Practitioner. The research will not interfere with/or alter your normal post-surgery 
medical care. 

 

8. What will happen to information about me? Confidentiality and data security 

Data will be securely collected and stored online via the Research Electronic Data Capture 
(REDCap) web application, hosted and managed by the Hunter Medical Research Institute 
(Newcastle, Australia). No data will be uploaded or stored on the REDCap database that could 
be linked back to you (this is called ‘deidentifying’ data), and it will be password protected for 
security. Members of the research team in one hospital will only have access to their own 
hospital’s data, so no-one will be able to look up information about you from elsewhere. 

After the data has been collected and stored in the database, before analysing it, the database 
will be ‘locked’ – no further changes will be made after that point. Up to that point, if you wish to 
access your record, to ensure it is correct and ask for changes if needed, it will be possible to do 
so, by asking the Principal Investigator at your hospital. After the database is locked, this will not 
be possible. We anticipate database locking will take place on or after 20th August 2022, 1 
month after the end of the last data collection period 

This will also be the final time at which participants can withdraw from the study, again, by 
contacting the Principal Investigator at their hospital 

The members of the research team will do everything they can to maintain your confidentiality 
as far as the law allows, however it is important that you know that we cannot absolutely 
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guarantee confidentiality and therefore you should not tell us about any activities that might be 
illegal, for example, getting medications from any source other than with an appropriate 
prescription.  

Publications resulting from the study will be disseminated to hospital teams to distribute to you if 
you wish. Publications will also be updated on the TASMAN website as they are released. 

 

 

9. What happens if I withdraw from the research? 

Participants are free to withdraw at any time without any effect on their medical treatment. 
Consent to participate will be confirmed at the time of 7-day telephone call follow up. 

Not participating in this study or withdrawal of consent will not affect ongoing treatment/medical 
care. 

 

10. Complaints and contacts (Investigators and Ethics Committee) 

This project will be carried out according to the National Statement on Ethical Conduct in 
Human Research (2007) incorporating all updates. This statement has been developed to 
protect the interests of people who agree to participate in human research studies. 

The study has been approved by the Hunter New England Research Ethics committee and 
given local approval at your hospital by XXXXX. If you wish to speak to someone not directly 
involved in the study about your rights as a volunteer, or about the conduct of the study, you 
may also contact the local research governance team at XXXX or the Hunter New England 
HREC at: 

Address: HNE Research Office  

Telephone: 02 4921 4140.  

Hunter New England Local Health District,  

Level 3, POD, HMRI, Lot 1 Kookaburra Circuit,  

New Lambton Heights NSW 2305.  

Email: HNELHD-ResearchOffice@health.nsw.gov.au  

Reference number: 2021/ETH11508.  
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Consent Form 

Title:  Opioid PrEscRiptions and usage After Surgery (OPERAS): Protocol for a prospective 
multi-centre observational cohort study of the prescription and usage of opioids after common 
surgical procedures. 

Short title: Opioid prescriptions and usage after surgery 

Chief PI: Dr Peter Pockney [contact details] 
Local PI: [TO INSERT NAME OF LOCAL SUPERVISING CONSULTANT] 
Local lead:  [TO INSERT NAME OF LOCAL LEAD] 
  
Location: Australia, Aotearoa New Zealand, other international centres 
  
By signing this consent for you agree that: 

●      I have read the Participant Information Sheet or someone has read it to me in a 
language that I understand. 

●      I have had an opportunity to ask questions and I am satisfied with the answers I have 
received. 

●      The nature, purpose and risks of the research project have been explained to me. I 
understand them and agree to take part.* 

●      I freely agree to participate in this research project as described and understand that 
I am free to withdraw at any time during the project without affecting my future health 
care. 

●      I understand that I will be given a signed copy of this document to keep 
  
Participant Name: 
 
 
Participant Signature:        Date: 
 
 
 
 
Declaration by Study Doctor/Senior Researcher: 
  
I have given a verbal explanation of the research project, its procedures and risks, and the 
implications of withdrawal from the research project and I believe that the participant has 
understood that explanation 
Name:       Position in Study 
 
 
Signature      Date 


