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1 INTRODUCTION  
The Medicines Development for Global Health Pty Ltd (MDGH) Child Protection Policy outlines the 
policies and procedures for safeguarding and protecting children within its operations and in the 
conduct of clinical trials it sponsors. All clinical trials involving children and vulnerable persons are 
conducted in conformity with the latest version of the World Medical Declaration of Helsinki (and its 
amendments), are compliant with good clinical practice (GCP) guidelines and adhere to the ethical 
standards and legal requirements of the countries in which MDGH works. 

2 PURPOSE OF THE POLICY 
The purpose of this policy is to outline the roles and responsibilities of MDGH staff and contractors, 
and representatives of partner organisations who may come into contact with children in the course of 
their work. This policy aims to ensure that all MDGH sponsored activities prevent harm to children. 

3 SCOPE 
This policy applies to all employees in relation to the conduct of MDGH sponsored activities, 
particularly clinical trials that involve children. MDGH employees are subject to the Child Protection 
Policy and Child Protection Code of Conduct at all times. MDGH partners shall ensure their 
employees comply with principles contained in this Policy. 

4 DEFINITIONS 

Child In accordance with the United Nations Convention on the Rights of the Child, 
'child' means every human being under the age of 18, unless national laws 
recognise adulthood earlier. For the purposes of this policy, MDGH considers 
a child to be a person under the age of 18 years. 

Child abuse Child abuse is defined as all forms of physical or mental violence, injury or 
abuse, neglect or negligent treatment, maltreatment or exploitation, including 
sexual abuse inflicted by any person who has the care of the child. 

Child Protection or 
Child Safety 

Responsibilities and activities undertaken to prevent child abuse. 

Contact with 
children 

Contact with children means being part of an activity or in a position that 
involves or may involve contact with children, either under the position 
description or due to the nature of the work environment. This means physical 
contact, face-to-face contact, oral communication, written communication or 
electronic communication, including access to photographs.  

Electronic records Refer to clinical trial participant files, meta data or text descriptions with 
information about a child as well as electronic images and videos. 

DFAT The Australian Government Department of Foreign Affairs and Trade. 

MDGH Executive MDGH Executive, comprising the Managing Director, Chief Operating 
Officer and Vice President(s).  

Investigator  A person responsible for the conduct of a clinical trial at a trial site. If a trial 
is conducted by a team of individuals at a trial site, the Investigator is the 
responsible leader of the team and may be called Principal Investigator. 

Partner organisation An entity working under a contract with MDGH. 
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Clinical project 
manager (CPM) 

Person appointed by a Sponsor or Contract Research Organisation, with 
responsibility for set-up, coordination and oversight of a clinical study on 
behalf of the Sponsor. The CPM may also have study monitor 
responsibilities. 

Study monitor Person appointed by a Sponsor or Contract Research Organisation, with 
responsibility for overseeing the progress of a clinical study at one or more 
sites on behalf of the Sponsor, and to ensure that it is conducted, recorded and 
reported in accordance with the protocol, SOPs, GCP and applicable 
regulatory requirements. For the purposes of this document, the term study 
monitor is used to denote the person responsible for identification and/or 
evaluation of investigators and investigation sites. This person could be the 
study monitor, clinical project manager, or development manager (or 
delegate). 

Working with 
children 

Working with children means being engaged in an activity with a child where 
contact would reasonably be expected as a normal part of the activity and the 
contact is not incidental to the activity. The term working also includes 
volunteering or other unpaid work. 

5 GUIDING PRINCIPLES 
This policy represents MDGH's commitment to protecting children from abuse, exploitation, and 
other forms of harm. The following principles provide the framework for the policy: 
• MDGH recognises that children have the right to be protected from harm and abuse in all its 

forms. 
• MDGH has zero tolerance for child abuse or exploitation, and will take disciplinary action 

against any person associated with MDGH who abuses or exploits children. 
• MDGH acknowledges children’s rights that are outlined in the Convention on the Rights of the 

Child. MDGH will promote children’s rights to life, survival and development and non-
discrimination, and work in the best interests of children in studies it sponsors. 

• MDGH is committed to promoting the cultural safety of Indigenous children and making the 
organisation a safe place for Indigenous families, as well as promoting the cultural safety of 
children from culturally and linguistically diverse backgrounds. 

• MDGH will not knowingly engage people or organisations that pose an unacceptable risk to 
children and will ensure that all employees are aware of, and abide by, this policy. At a 
minimum, all employees must follow the MDGH Child Protection Code of Conduct at all 
times while working on clinical studies sponsored by MDGH. 

• Clinical trials that involve children must follow International Conference on Harmonisation 
Good Clinical Practice (ICH-GCP) guidelines and local laws and regulations. 

• MDGH adheres to fair and appropriate procedures when responding to concerns or allegations 
of child abuse and exploitation. 

6 POLICY AND PROCEDURES 
There are four main areas where this policy sets minimum requirements for protecting children: 
employee and consultant screening, compliance training, partner screening, and clinical trial risk 
assessments. 
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6.1 Employee and consultant screening 

• All staff, contractors and members of partner organisations who have access to electronic 
records related to children or who are likely to have contact with children, regardless of 
whether their job requires that level of access, will undergo a background check. 

• All staff based in Australia shall obtain a Working with Children Check. These will be 
arranged by the People and Organisation Consultant prior to the commencement of 
employment and as renewals are required. 

• All Australian-based contractors and members of partner organisations who will be working 
with children on MDGH-sponsored clinical studies or have access to any MDGH electronic 
records related to children are to obtain a Working with Children Check. The requirement for 
these checks shall be determined by the MDGH Executive Officer, who will also arrange the 
checks. 

6.2 Compliance, training and awareness 

• All staff, contractors, and representatives of partner organisations who work on MDGH 
sponsored clinical trials will be required to read and sign the MDGH Child Protection Code of 
Conduct (Schedule 1). 

• Staff who work directly with children will be required to undergo child safety compliance 
training. 

• For MDGH sponsored clinical study sites involving children in Australia, or overseas, child 
safety compliance training shall form part of the induction for staff, contractors, and partner 
organisation representatives in association with the site initiation and approval. This training 
may be provided by MDGH staff members or representatives of a child safe compliant partner 
organisation. 

6.3 Screening of partner organisations 

• An organisational child safety assessment will be undertaken when considering partnerships 
with other organisations who will be working with children. Such assessments may include the 
review of an organisation's capacity, systems, policy and procedures to determine child safety 
strengths and risks. 

• MDGH will ensure that a partner organisation that enters into arrangements with MDGH to 
undertake activities within Australia has a child safety or child protection policy that complies 
with State and Territory legislation, as set out in an agreement between MDGH and the 
organisation. As per section 6.2 of this document, all staff, contractors and representatives of 
partner organisations who work as part of a study involving children are required to sign the 
MDGH Child Protection Code of Conduct (Schedule 1). 

• Before MDGH enters into an agreement with an organisation to carry out overseas activities 
involving children, it will check that the organisation has: 
o A child safety or child protection policy that complies with the standards required by the 

Department of Foreign Affairs and Trade (DFAT), as set out in an agreement between 
MDGH and the organisation. DFAT has mandatory child protection compliance standards 
to ensure that consultants, non-government organisations and partners understand and act 
on their obligations to manage risks to children; or 

o Demonstrated to the reasonable satisfaction of MDGH that the organisation is working 
towards establishing and implementing appropriate child protection standards and 
processes. MDGH will work with partners to raise awareness and identify training needs 
for child protection. 

• Requests for proposals submitted by MDGH to partner organisations that will be working with 
children shall include child-safety provisions. 



 
CHILD PROTECTION POLICY 

 

CONFIDENTIAL 
MDGH Child Protection Policy Final 201209.docx Page 6 of 8 9 Dec 2020 

 

6.4 Clinical study risk assessment 
All MDGH sponsored trials that involve children will be subject to a child-safe risk assessment. This 
assessment will be performed as part of the selection process for researchers and investigators (SOP 
MDL-004) and will be performed in accordance with the DFAT child protection compliance 
standards. The assessment will cover, but not be limited to: 
• Suitability of individual staff, contractors and representatives of partner organisations working 

on the clinical study. 
• Suitability of the proposed Investigator and Co-investigator, including United States Food and 

Drug Administration checks and ensuring a working with children check relevant to the 
jurisdiction has been undertaken wherever possible. 

• Protection of data related to children which may be accessed only by staff, contractors or 
partner organisation representatives who have had a working with children check. 

• Local customs and beliefs that may present a risk to children participating in clinical studies. 

7 ROLES AND RESPONSIBILITIES 
MDGH believes it is everyone's responsibility to protect and safeguard the safety of children. All 
employees and representatives must notify MDGH if they are aware that a child has been harmed, or 
may be at risk of being harmed, by an employee, contractor, or partner organisation. 
 
The following staff have specific responsibilities under this policy: 
• The People and Organisation Consultant shall be responsible for screening and working with 

children checks for employees and will ensure that all Australia-based staff are informed of 
their responsibilities and obligations under the Child Protection Policy. 

• The Study Monitor shall be responsible for undertaking the child safe risk assessment as part 
of the investigational site selection process stipulated in SOP MDL-004. 

• The MDGH Executive is responsible for approving agreements with partner organisations and 
contractors and ensuring due diligence has been applied in the assessment of the child 
protection compliance standards specified in this policy. The Executive is also responsible for 
taking action against any person associated with MDGH who has abused or is identified as 
posing a risk of abusing a child or young person. 

8 BREACHES AND REPORTING 
In the event that the MDGH's Child Protection Code of Conduct is violated, further disciplinary 
actions may be taken, including termination of employment or association. Any concerns or 
allegations of a breach of this code, including the possession of child exploitation material, must be 
reported immediately to the relevant MDGH personnel or local authorities. 

9 RELATED GUIDELINES AND LEGISLATION 
This policy supports compliance with the:  
• World Medical Association Declaration of Helsinki  
• United Nations Convention on the Rights of the Child 
• Australian Department of Foreign Affairs and Trade Child Protection Policy 
• Child Wellbeing and Safety Act 2005 (Victoria) 
• Crimes Act 1958 (Victoria) 
• Victorian Charter of Human Rights and Responsibilities 
• Victorian Child Safe Standards, and 
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• Working with Children Act 2005 (Victoria). 

10 RELATED POLICIES  
• Investigational Site Selection SOP MDL-004 
 

11 POLICY AMENDMENT HISTORY  

Version Number Reason for 
Amendment 

Summary of Change Date 

01 New New policy 9 Dec 2020 
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SCHEDULE 1 

MDGH CHILD PROTECTION CODE OF CONDUCT 

All MDGH employees, contractors and representatives who are undertaking activities in MDGH 
sponsored clinical trials must read and sign this document. 
 
I, [INSERT NAME], have read and understood the MDGH Child Protection Policy and agree to 
adhere to it. In particular, I will: 
 
• Treat children with respect regardless of race, colour, sex, language, religion, political or other 

opinion, national, ethnic or social origin, property, disability, birth or other status. 
• Not engage children in any form of sexual activity. 
• Not use language or behave in a manner that is disrespectful, harassing, abusive, sexually 

provocative or culturally insensitive towards children. 
• Make sure a second adult is present when working with children whenever possible. 
• Not invite unaccompanied children into my home unless they are in immediate danger. 
• Not sleep close to unsupervised children. 
• Use any computer, mobile phone, or digital camera appropriately, and never exploit, harass, or 

access pornography in any medium. 
• Comply with all applicable Australian and local laws. 
• Report concerns or allegations immediately to the responsible MDGH personnel. 

 
If I intend to use children's photographs for work-related purposes, I must: 
• Adhere to local traditions regarding the reproduction of their images before taking photographs 

or filming a child.  
• Obtain informed consent from the child (if cognitive abilities permit it) and their parents or 

guardians before photographing or filming. Consequently, I must explain how the photograph 
or film will be used. 

• Ensure that photos and videos show children in a dignified way and not in a submissive or 
vulnerable way. 

• Ensure children are appropriately dressed. 
• Ensure file labels, meta data or text descriptions do not reveal any identification information 

about a child when images are sent electronically or published. 
 
I acknowledge that as an employee or contractor or representative of MDGH, it is my responsibility to 
use common sense when interacting with children and to avoid actions or behaviours that could be 
construed as child abuse. 
 
Signed: 
 

 

Date:  
 
 

 


