
COLLABORATOR 
MODULE



AIM OF MODULE

1. Study aims of the OPERAS Study 

2. Key opioids regarding data collection on opioid medication

3. Patient inclusion exclusion criteria

4. Recommended methods to identify and keep track of eligible patients

5. Recommended patient consent procedure

6. Recommended workflow for patient phone follow up

7. How to complete the EuroQol questionnaire

8. How to grade complications based on the Clavien-Dindo classification

To ensure all collaborators of the OPERAS study understand the key aspects of study design and data 
collection resulting in a high quality prospective observational study.

THE MODULE WILL COVER:



Background and 
study aims
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BACKGROUND

GLOBAL
Opioid prescriptions for 
non-cancer related indications, 
including postoperative 
reasons, have been increasing 
in recent years.

AUSTRALIA
Opioid-related deaths in 
adults between 15-64 years 
of age have increased by 
3.8% per year since 2007.

NEW ZEALAND
The figures are similar, with the 
rate of opioid-related deaths 
increasing by one third in total 
from 2001 to 2012

3.8% 33%



THE PROBLEM
Pain after surgery requires adequate treatment.

However, this must be balanced with good opioid 
prescribing practices to avoid overprescription 
contributing to the opioid misuse epidemic

It remains unclear how much opiate medication is 
prescribed at discharge and if this is sufficient or excess 
to patient needs post-discharge. 

Furthermore, it is unknown what proportion of this 
medication is actually consumed and how much remains 
unused and undisposed.



PRIMARY AIMS

To identify the proportion of 
prescription medication consumed 

by patients at 7-days 
post-discharge 

PRIMARY 
AIMS

To  quantify the amount of opiate 
medication prescribed at hospital 

discharge after surgery



SECONDARY AIMS

To identify risk factors for opioid 
consumption and over-prescription 
at 7- days 

To describe the 
variations in opioid 
prescriptions and 
consumptions by 
procedure and 
specialty

To quantify the impact of quantity of 
analgesia on patient-reported 
satisfaction 

To describe the use of 
ancillary analgesia 
after post-discharge 
after common 
procedures



OUTCOMES

PRIMARY SECONDARY
Proportion and amount (morphine 
equivalent doses) of prescribed opiates 
that are consumed at 7-days 
post-discharge. 

● Patient reported outcomes, e.g., quality of life 
via EQ5D-5L, postoperative pain, adequacy of 
pain relief prescribed

● Rates of opioid prescription and consumption 
through primary care at 7-days post-discharge

● Requirement for further analgesia, hospital 
readmissions at 7-days post-discharge for 
opiate-related side-effects or pain related to 
surgical pathology/procedure 



Audit standards are general set of principles which help us to evaluate clinical practice in hospitals through 

an evidence based approach.

As part of the OPERAS study, we will be assessing audit standards in addition to other study outcomes. 

Local centre results can be provided on request after the study for internal audit and presentation 

purposes

AUDIT STANDARDS

Some relevant audit standards from ANZCA, RACGP, 

Australian Prescriber, RCA Faulty in pain Medicine have 

been selected:

● Opioid doses should be titrated 

● Immediate-release opioids are preferred in the 

management of postoperative pain

● Plans should be in place to wean and cease the opioid 

within a fortnight after most surgeries excluding joint 

replacement and thoracotomy

   
 



Collecting opioid 
related data-points
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Introduction To Section 2

Accurate collection of opioid prescription data at discharge and follow-up is 
a key aspect of this study

The following slides will cover key points regarding types and variations of 
opioids, calculating the number of opioid tablets prescribed, and collecting 

in-patient medication usage



OPIOID DATA COLLECTION 

For each opioid the follow data points will be collected:

1. Types of opioid
2. Formulation
3. Dose/frequency/route/duration
4. Number of tablets



OPIOID DATA COLLECTION 

1. Types of opioid:
● Brand names: given by the pharmaceutical company
● Generic name: active ingredient of the drug
● Hospital system uses generic name
● Refer to Appendix B for the extensive list

SR:sustained release

Brand name

Generic name

Generic Name
Tramadol

Brand names
Sustained/modified 

release
Tramal SR

Tramedo SR
Zydol SR

Tramahexal SR

Brand names
Immediate release

Tramal
Tramedo

Zydol

Example:

Brand names
Tramadol with 
paracetamol

Zaldair

https://anzsurgsocs.org/wp-content/uploads/2022/01/OPERAS-Study-Procotol-FINAL_V2.0.7_clean.pdf%20#page=21


OPIOID DATA COLLECTION 

2. Formulation:
● For each medication used, please specify if they are 

slow-release/immediate/both
● In hospital system, usually immediate release is used unless 

mentioned otherwise. If you’re unsure, please ask a senior 
registrar

● During follow up: It may help to ask the patients to read the 
words/letters after the brand/generic names of the 
medication

SR:sustained release

Brand name

Generic name

Generic Name
Tramadol

Brand names
Sustained/modified 

release
Tramal SR

Tramedo SR
Zydol SR

Tramahexal SR

Brand names
Immediate release

Tramal
Tramedo

Zydol

Example:

Brand names
Tramadol with 
paracetamol

Zaldair



PO vs. PO liquid
● If PO liquid (ml) is prescribed, 

dose needs to be calculated in mg
● E.g.,

○ If 5 ml OxyNorm Liquid 
1mg/mL is prescribed every 
4 hours

○ Dose = 5 mg every 4 hours or 
30 mg/24 hours

Contraindications
● Allergy
● Renal impairment
● Severe respiratory disease 
● Previous adverse event 
● Previous addiction/ abuse 
● Concurrent benzodiazepine use

NOTE: this can be collected from patient EMR notes 

OPIOID DATA COLLECTION



OPIOID DATA COLLECTION
NUMBER OF TABLETS:

When calling patients, it is necessary to ask dose-per-tablet and number of tablets remaining 
to calculate the number of tablets prescribed (next 2 slides)

Questions to ask during follow up:

1. What is the brand/generic name of the medication?

2. What dose is written on it? If they can read the number after the name?

3. Did you finish them? If not, how many do you have left?



NUMBER OF TABLETS

Tramadol immediate release 50 mg PO TDS for 1 week

If the number of tablets is not specified, one can calculate it using
Number of tablets prescribed: (dose x frequency x duration)/dose per tablet

TIP: please cross check number of tablets prescribed by asking the patient to ensure correct

Formulation

Generic brand name Dose Frequency

Route Duration

Discharge prescription example:



NUMBER OF TABLETS

Note down number of tablets in REDCap 
data collection form

Example prescription 2



Collecting opioid use in the last 24 hours 
pre-discharge
Aim:
As a part of the study, we need to 
identify amount of opioids prescribed in 
the last 24 hours pre-discharge day

What to do?
● Record opiate medication 

consumed in the last 24 hours of 
hospitalization from medication 
charts 

● If day-case, immediate 
post-operative consumption can 
be considered

● This should be done at the same 
time you are checking a patient’s 
discharge prescriptions

Why is this important?:
Often, discharge prescriptions are 
based on how much a patient is using 
just before discharge. Hence, it can 
predict post-discharge use



Troubleshooting data collection on 
prescriptions

If you are unsure of where to find this information, try the following:

For in patient prescriptions/post-discharge prescriptions:

1. Ask a senior registrar/local lead on the department before study start

2. Call you hospital pharmacist/meet with them before the study starts to ensure collaborators know 

what to do

For post-discharge prescriptions:

3. Talk to the patient to clarify post-discharge prescriptions when following them up

In hospital medication use and post-discharge prescriptions will likely be stored in 
different locations on the EMR/clinical notes. Familiarise yourself on where these data points 
are before study start



Inclusion & exclusion 
criteria
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Introduction To Section 3
OPERAS aims to collect data on a wide range of common surgical 

procedures.

A complete list can be found in the Appendix of the protocol
Other inclusion/exclusion criteria are in the following slides:



ELIGIBLE PATIENTS

Inclusion criteria

1. Adult patients (greater 
than or including 18 years of 

age)

2. Acute or elective surgery 3. Operated on within the 
pre-specified study periods

4. Undergoing a surgery 
within the inclusion criteria 

(Appendix A) [to analyse 
procedure specific
pain management]

5. Discharged to 
home/community/usual 

residence

6. Able and willing to 
provide independent 

informed consent



ELIGIBLE PATIENTS
Exclusion criteria

Paediatric patients (below 18 
years of age) 

On the opiate replacement 
programme (on methadone, 
suboxone, buprenorphine) 

Patients discharged to hospice or with 
palliative intent

Patients discharged to 
rehabilitation (including 
inpatient rehabilitation 

service), nursing or supported 
care services, or another 

hospital, or not discharged 
should be excluded

Diagnostic procedures, e.g., 
endoscopy, diagnostic 
laparoscopy (without 

appendicectomy)

Each individual patient should only be 
included once in the OPERAS study. 
Return to theatre during the same 

admission is regarded as a 
complication and should not form a 

duplicate entry onto REDCap.

Multivisceral resections (defined as operations involving ≥ 2 distinct procedures of the gastrointestinal, 
hepatopancreatobiliary, genitourinary, or gynaecological systems e.g. hysterectomy with colorectal 

resection or any other operation where multiple eligible procedures are included) [to ensure the included 
standard procedures are internally consistent]



Identifying eligible 
patients
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IDENTIFYING PATIENTS
1. Eligible patients during the study inclusion periods will be identified through a daily check of 

hospital theatre lists or procedure lists

a. Elective procedures can be identified from booking clerks ahead of time

b. Acute procedures change each day, therefore we recommend that people screen lists at 

the end of the operating day to see what has been completed.

2. All eligible patients should be approached as an inpatient by data collectors on the day 

of/morning after surgery to provide information about the study and the participant 

information sheet.

a. This process is time-sensitive and must be completed daily to ensure patients with a 

short length-of-stay (i.e. appendectomy/cholecystectomy) are captured accurately



IDENTIFYING PATIENTS
3. Complete the consent form with the patient

4. Keep track of consented patients on a local-hospital computer/paper tracking form

a. Check frequently for patient discharges. 

b. Record date of discharge on REDCap/tracking form to co-ordinate 7-day discharge 

follow up phone calls.

5. Each patient should only be included once. Having a centralised tracking form allows for 

checking of duplicates



Gaining informed 
consent
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Introduction To Section 5

OPERAS requires patient verbal and written consent. This is an ethical and legal 
obligation of all collaborators. It is a dynamic process that begins with a 

researchers first contact with a participant, until the end of the research study

It is your duty as the researcher to seek this

The following section covers principles and methods to gain informed consent



PRINCIPLES OF CONSENTING
Complete when patients are in hospital

1. Introduce yourself (name, role, stage of training, team) and why you are approaching the 
patient. Give a 1-2 sentence introduction of the study (see upcoming slide). Ensure 
appropriate people present - family/interpreter/patient advocate.

2. Key points to cover: 
a. Normalise research (our hospital is taking part in this study)
b. Rationale of the study and the knowledge gap (why is this important?)
c. What the study involves from the patient (an extra phone call of 10 min at 7 days)
d. Risks/benefits (emphasise data uploaded is anonymous).
e. Emphasise voluntary status. Participants do not have to give a reason to decline to 

be involved in the study.
f. Their decision to participate will not affect the care they receive.

Be familiar with the protocol and participant information sheet so that any questions 
patients have will can be answered. 



PRINCIPLES OF CONSENTING
4. Offer time for discussion with family, friends and other medical professionals outside 

their clinical care team  as well as any other support/personal thought i.e. ask if they 
would like you to come back another time. If participants indicate they would like more 
time to consider participation, they can confirm participation when contacted 
post-discharge.

5. Offer time for questions
a. Explore preferences and ask for patients to relay back what they understand

6. Sign the consent form with patient. Keep a signed copy of the consent form in a safe 
storage area at the hospital. 
a. Leave a note in their clinical file of the consent process and leave a photocopied 

consent form in the notes 

7. Once consent is gained, data collection can begin.



WITHDRAWAL OF CONSENT

CONSENT CAN BE WITHDRAWN AT ANY TIME

Document this in the relevant fields on REDCap.

If patients request their data to be deleted please document this and 
contact the steering committee.



EXAMPLE INTRODUCTION 
STATEMENT

“Hi my name is Bob Smith, I am a 4th year medical student on 
the orthopaedic surgery team. 
I are here to talk about an international research project which 
this hospital is part of. This is independent of your clinical 
care and does not affect your surgery.
We are currently conducting a study looking at pain 
medication after hospital discharge from surgery.
We want to improve how we manage pain and prescribe pain 
medications after discharge from surgery.
Would you be interested in discussing this study? Would you 
like any other people present for this discussion?



EXAMPLE RISK AND 
BENEFITS STATEMENT

There are risks and benefits to the study.
While there are no direct benefits to you during this study, we 
hope the findings of this study will improve how strong 
painkiller medications such as morphine are prescribed to 
reduce painkiller related harm for patients around the world.

The risks of this study are data privacy breaches. However this 
is very unlikely and all data we upload of yours will be 
anonymised and on a secure platform used commonly for 
international research.



Following up 
patients
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Introduction To Section 6
At day 7 post-discharge, all recruited patients need to be followed up in an 

systematic and rigorous manner.

The following section covers the procedure to contact patients and what to 
do if you can’t reach them first try.



FOLLOWING UP A PATIENT

Follow the script 

Call patient, day 7 
post-discharge

Did they pick up?Yes No

Call the patient day 8 
post discharge

Leave a voice 
message Follow the script

Did they pick up?

Call the patient on 
day 9 and day 10, 

once without leaving 
a message

If they pick up, 
follow the script. If 
not, mark as lost to 

follow up

YesNo

Leave a text message 
and call them again in 

10 mins

Did they pick up? Follow the script YesNo

https://anzsurgsocs.org/wp-content/uploads/2021/12/Follow-up-Phone-Call-Script_Clean-1.pdf
https://anzsurgsocs.org/wp-content/uploads/2021/12/Follow-up-Phone-Call-Script_Clean-1.pdf
https://anzsurgsocs.org/wp-content/uploads/2021/12/Follow-up-Phone-Call-Script_Clean-1.pdf
https://anzsurgsocs.org/wp-content/uploads/2021/12/Follow-up-Phone-Call-Script_Clean-1.pdf


SUCCESSFUL CONTACT

If you are successful in contacting your 

participant, start the phone follow up script

This can be found on the OPERAS study hub: 

https://anzsurgsocs.org/tasman/operas-study-hu

b/

If the patient does not pick up, follow the flow 

chart

https://anzsurgsocs.org/tasman/operas-study-hub/
https://anzsurgsocs.org/tasman/operas-study-hub/


TEMPLATES FOR MESSAGES

My name is [First name only], and I am a _______ (e.g., researcher medical 
student or role as appropriate). I had just given you a missed call on behalf 
of the OPERAS study team. You may remember we discussed a study about 
medicine prescriptions for pain relief after surgery while you were in 
hospital 1 week ago. I will give you another call in about 10 mintues. Just 
wanted to let you know so that you know what this number is. If you aren't 
able to pick up then, please give me a call [Between this time]. 

SCRIPT FOR TEXT MESSAGE

My name is _________, and I am a _______ (e.g., researcher medical student 
or role as appropriate). I am contacting you on behalf of the OPERAS 
study team. You may remember we discussed a study about medicine 
prescriptions for pain relief after surgery while you were in hospital 
around 1 week ago. I gave you a few calls yesterday and one today. 
Please give me a call when you are free [Between this time]. If not I will 
call you tomorrow. Thanks for your time. 

SCRIPT FOR VOICE MESSAGE

Tips: If the patient asks for you 
to call them back, or to call you 
back, give them a timeframe 
that doesn't interrupt your other 
commitments. If they call you 
and you miss it, call them back 
one time if possible. If not 
follow though the flowchart 
beginning where you left of.   



ESCALATION APPROACH

In your call, it is unlikely but you maybe come across a patient you deem high mental health 

risk, (eg. they say that they are depressed and haven’t sought any  medical help).

If  this  is the case, ask them to voice their concerns to their GP and also inform your local 

supervising consultant immediately. The supervisor will inform the caring GP. You  should also 

see your own GP if the conversation has caused you sufficient distress.  

If you come across a patient who reports intolerable pain, advise them to see their GP or 

present to ED. 



EuroQol
This is a standard questionnaire used around the 

world to measure Quality of life in a patient but 

asking standardised questions. 

The script that you will use to follow up the patients 

will address the 5 aspects of this questionnaire.  

Please follow the script when calling patients

You can find the script at the OPERAS website

https://anzsurgsocs.org/wp-content/uploads/2021/12/Follow-up-Phone-Call-Script_Clean-1.pdf


Grading surgical 
complications
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Introduction To Section 7

Data collection will involve grading of surgical complications as one of the 
data fields

The following section will take you through how to grade complications



Grade I Complication
Any deviation from the normal postoperative course without the need for [other than accepted*] 
pharmacological treatment or surgical, endoscopic and radiological interventions.

*Accepted therapeutic interventions:

● Antiemetics
● Antipyretics
● Analgesics
● Diuretics
● Electrolytes
● Physiotherapy
● Opening of infected wounds at the 

bedside (not requiring antibiotics)

Examples:

Postoperative electrolyte abnormality treated 
with IV fluids

Transient ileus 

Clinical observation of ascites with no 
additional management requirements (drained 
using existing drainage tubes)

GI anastomotic leak managed conservatively 
(drained using existing drainage tubes)



Grade II Complication
Requiring pharmacological treatment with drugs other than those allowed for grade I complications. 

Appropriate therapeutic interventions:

● Blood transfusions
● Total parenteral nutrition (TPN)

Examples:

Intra-abdominal infection treated with 
antibiotics

Ileus managed with TPN

Postoperative bleeding requiring 1 unit of 
blood



Grade III Complication
Requiring surgical, endoscopic or radiological intervention. There are two subcategories:

a) Intervention not under general anaesthesia (GA)
b) Intervention under general anaesthesia

Examples:

IIIa:

● Intra-abdominal abscess - percutaneous 
drainage

● Anastomosis site bleeding - endoscopic 
procedure

● Pleural effusion - thoracostomy

IIIb:

● Anastomosis leak - wound repair under 
GA

● Small bowel obstruction - enterectomy 
under GA 

● Cholecystitis - cholecystectomy under 
GA



Grade IV Complication

Examples:

IVa (IC/ICU management):

● Extensive intestinal necrosis
● Respiratory failure requiring ventilation
● Nephropathy indicating dialysis 

Life-threatening complication (including CNS complications*) requiring Intermediate Care 
(IC)/Intensive Care Unit (ICU) management. There are two subcategories:

a) Single organ failure
b) Multiple organ failure

*Excluding transient ischaemic attacks (TIA)

IVb (IC/ICU management):

● Heart failure with renal failure
● Multiple organ failure cause by thrombi 

(heart, lung, brain)



Grade V Complication

Death of a patient. Intraoperatively or in the post-operative follow-up period. 



Data governance 
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Introduction To Section 8

Data is taonga (Te Reo Māori word for treasure). It is the patient’s property 
and must be treated with the appropriate care and respect during research 

projects.

The following section provides brief guidance on how to keep patient data 
safe and the necessary ethical steps to undertake at your centre before data 

collection can begin.



KEEPING DATA SAFE
● By law, medical records and health information must be kept safe and private by all medical and 

healthcare professionals, and all healthcare facilities, such as hospitals and clinics.
● Therefore, as a data collector, you also have an important role to play:

○ This includes
■ Not storing identifiable patient data (patient identity codes, name, date of birth, medical 

procedures) on personal devices 
■ Not discussing patient details in public

Non-hospital 
(personal) computers SmartphonesHospital computers

Places to store data:



2a. Australian centres 
only: 

REGIS governance sign-off 

Please contact your state 
leads for more info

DO NOT START A NEW REGIS 
APPLICATION - this is already in 

progress

ETHICS
Before data collection can begin, the following approvals have to be gained to meet ethical requirements

2. Local institutional 
ethics

From your local ethics 
board 3. Local surgical 

department approval 
Formal written or 
verbal approval 
depending on your 

department

1. National ethics:
Australia and NZ centres:

 Do not start a new 
application, this has been 
completed. Please contact 
your state leads if you 

have questions

International centres
Ensure this has been 

completed if necessary 
before data collection 



General tips
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TIPS FOR HOSPITAL LEAD
Before data collection, meet with collaborators to 

ensure everyone understands

● How to collect opioid data collection and where to find 

this in medication charts

● Discuss the study and answer questions

● Ensure that all mini-teams are complete and know 

where/when they are due to collect data

● Ensure all collaborators have a copy of the full protocol 

(found at 

https://anzsurgsocs.org/tasman/operas-study-hub/)

● Ensure that all collaborators are registered with the 

REDCap system

https://anzsurgsocs.org/tasman/operas-study-hub/


FAQs 
1. We have tried collecting all the data but there is some missing, how much missing data is 

acceptable?

● >95% data completeness is required for centre inclusion and authorship

2. The patient is not picking up, how many times should I follow up before marking them as 

lost to follow up?

● Please refer to the section titled - ‘Following up patients’



Thanks
We look forward to collaborating with you

@TASMANCollab

Contact us at: operas.tasman@gmail.com 

Study hub: https://anzsurgsocs.org/tasman/operas-study-hub/

These slides were created with SlidesGo, Freepik and Flaticon

https://twitter.com/TASMANCollab
http://bit.ly/2PfT4lq
mailto:operas.tasman@gmail.com
https://anzsurgsocs.org/tasman/operas-study-hub/

