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Purpose

People in clinical studies have the right to have their identity protected. Data
collected is to be recorded in such a way that it is not possible to link
individual study data with a specific person participating in the study. This is
usually done through the use of identification numbers.

This SOP details how identification numbers will be allocated to people in the
PaCCSC studies.

Other related SOPs
5.23.1 KPI compliance
5.5.1 Electronic Data Handling

Attachments

Other files that apply
Master Patient Index
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Definitions

Case Report Form (CRF)

A printed, optical, or electronic document designed to record all of the
protocol-required information to be reported to the sponsor on each trial
subject. All events described within the study protocol should be captured the
CRF.

Informed Consent

A process by which a person voluntarily confirms his or her willingness to
participate in a particular trial, after having been informed of all aspects of the
trial that are relevant to the their decision to participate. Informed consent is
documented by means of a written, signed and dated consent form, unless
otherwise dealt with in an institutional ethics approved trial protocol.

Identification Number

(ID number)

A unique identifier assigned by the investigator to each person participating in
the study to protect the person's identity and used in lieu of the person's name
when the investigator reports adverse events and/or other trial related data.

Pre-screening

The evaluation of a set of characteristics assessed and recorded prior to
screening that determine eligibility. For example chart review, and discussion
with clinical team. This information assists the study nurse to determine if the
person is to be screened.

Screening

Screening involves collection of information that is in addition to clinical care, it
is collected for the reason of assessing eligibility for the study. These
assessments may be testing for cognition, level of function, taking blood
samples, requesting medication history, etc. As such this information is
always collected after consent has been obtained.




Person responsible

Coordinating site

Responsible for ensuring that a uniqgue and unambiguous identification code is
devised and circulated that allows identification of all the data reported for
each person participating in the study.

Site coordinators

Responsible for allocating a unique code in accordance with the schema
devised by the coordinating site to each person as they are referred to the
study.

Site coordinators are also responsible for maintaining the patient master
index, which provides the site specific link between the details of the person
participating and the unique number allocated to them.

All data related to individuals is to be de-identified and stored in accordance
with GCP and existing PaCCSC SOPs.

Study nurses
Responsible for ensuring that the unique number allocated to each person is

used on all data forms and reporting records.
Procedure
On referral to the study.

A pre-screening form is completed containing the ID number allocated as
described below.

The 7 digit number will contain;

A 2 digit study code

A 2 digit site code

A 3 digit participant number. This number is a sequential number starting at
001. This number is entered along with the individual’s details into the site
maintained patient master index as the site record of screening.

Study code
This code will identify each participant within a specific study. The codes are
as follows.

Study Code
Ketamine 01
Risperidone 02
Octreotide 03
Ketorolac 04
Megestrol 05
Ondansetron 06




Site code

Each site will be allocated a code number. This number will form part of the ID
number. This will enable recruitment numbers by site to be easily tracked at
any point for reporting and monitoring of Key Performance Indicators. The site
codes are related to the sites holding the contract with PaCCSC, and are as
follows.

Site Code
Mater Health Services 01
Braeside Hospital 02
Peter MacCallum Cancer Centre 03
Southern Adelaide Palliative Service 04
Hollywood Private Hospital 05
Sydney Cancer Centre 06
Calvary Mater Newcastle 07
Sacred Heart Hospital 08

When a person ends the pre-screen process a combination of numbers will
have been allocated.

Example:
The explanation of the ID number structure can be
» Study code/Site code/ID number
In practice, the actual ID number will thus be
= 01/02/001
This number indicates the following participant details
= Ketamine study/Braeside/individual number 001

On screening
If the person proceeds to the screening phase this number sequence

continues.

On Randomisation

Should the person become eligible for the study and is randomised to receive
a study intervention a further number sequence will be added to the existing
ID number.

For those studies where the randomisation is stratified, a code indicating the
strata will be provided and added to the ID number, for those studies not
stratifying, the letter ‘R’ will be added to the ID number.

In addition, the randomisation number provided by the clinical trial pharmacist
will also be added on to the ID number sequence. This will be a 3 digit
number. For example;

« Ketamine has two strata based on type of pain;
o Nociceptive pain =V
o Neuropathic pain =P

Example:



The explanation of the ID number structure can be
= Study code/Site code/ID number/strata
code/randomisation number.

In practice, the actual ID number will thus be

e (01/02/001/VI001)
This number indicates the following participant details

e (Ketamine study/Braeside/individual 001/nociceptive

strata/randomisation number 001).

e Thus the full sequence of numbers will enable the investigators at
any point to determine how many people have been referred to any
study at any site, how many of them have been randomised and to
which strata.

Further examples:

02/06/030/R/003
Risperidone study at Sydney Cancer Centre, 30 people have been referred to
the study, and 3 have been randomised (no strata).

05/04/006/R/006
Megestrol acetate study at Southern Adelaide Palliative Services, 6 people
referred to the study, all have been randomised, (no strata).



