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GUIDELINE FOR COMPLETING THE APPLICATION FORM FOR APPROVAL OF 
LOW RISK STUDY AT MDHB 

Applicable to: All MidCentral Health Staff Issued by: CMO’s Office 
Contact: Research Support Officer (RSO) 

 
1. PURPOSE 

 
Research approval means that MidCentral DHB have been advised of the research and have 
been provided with the information they need to make the assessment as to whether or not the 
research is safe and meets the goals MidCentral strives for. All research at MDHB requires 
Institutional Approval i.e. any research involving staff, patients, facilities or records.  It is also a 
national requirement for any research involving humans that New Zealand Health and 
Disability committees (HDEC) approval is gained. 

 
This guideline is intended as a support document to filling in the approval form for low risk 
research activity, often low risk research falls below the line of formal review by the HDEC, yet 
ethical considerations still need to be made for participant and researcher safety.  This form is 
intended to encourage the thought process required for a good quality ethical study.  

 
If certain aspects of this application that the researcher is struggling to fill in, or if there is any 
uncertainty in providing a response, please contact the Research Support Officer so that they 
can provide support through this approval process. 

 
 

2. SCOPE  
 

This form is appropriate for research that does not necessarily require approval by HDEC and 
only needs institutional approval by the CMO / Clinical Board. 

 
 

3. THE REVIEW PROCESS  
 
Once you have completed the form please send it with all the supporting documentation to the 
research support officer. Wherever possible all applications are approved especially when, 
research is feasible, consistent with MDHB policies, goals and objectives and complies with all 
current regulations, standards, guidelines and ethical approval processes.  But those with issues 
relating to study design, ethical considerations and feasibility for the organisation we may 
require to meet with you and possibly arrange HDEC approval as well. 
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3.1 Māori research review process 
 
The form for cultural review is separate to the institutional research approval form. This form is 
reviewed by the RSO and then forwarded on to the MCH Māori Health team, all research 
applications are reviewed on the third Monday of every month by the Māori research review 
committee, and the committee will endeavour to provide a response to the applicant within the 
week. 
The purpose of this process is to increase Māori participation in research occurring at MDHB 
with the end goal of improving health outcomes for Māori and other populations. The focus of 
this process is to ensure that research projects meet the requirements of the Treaty of Waitangi 
and Tikanga Best Practice. 

 
4. APPLICATION FORM GUIDE 

 
4.1 General  

 
Please complete the general information requested to the best of your ability, some key 
points to note: 

 
● For non –MDHB researchers a MDHB Contact is required when the research study does 

not include an MDHB investigator directly. The contact person agrees to be the link for the 
project within MDHB and must sign on the application form to confirm this agreement. 
They are responsible for ensuring that the external researchers are aware of any relevant 
MDHB processes and policies. They are responsible for ensuring that appropriate 
procedures are followed to assist the study team with their research. Note that it is the 
investigators’ responsibility to identify and recruit an MDHB contact person.  
 

● Student projects require an MDHB clinical supervisor, who will need to sign the 
application to confirm their agreement. It is the Clinical Supervisor’s responsibility to 
ensure the student is appropriately advised on clinical safety and correct processes in the 
interests of the patients involved in the research, and in the interests of MDHB.  

 
4.2 Proposal 
 
The purpose of the proposal section is to show the reviewer that the study has been well thought 
out and that this study has a strong foundation with potential for high quality results that will 
impact our organisation in a positive way. 

 Below we have provided a brief synopsis of the type of information we are expecting to see: 
 

● Indicate what type of study this is;  if you are having difficulty defining your study 
type definitions of the various types of study can be found in the National Ethics Advisory 
Committee’s (NEAC) “Ethical Guidelines for Observational Studies: Observational 
Research, Audits and Related Activities”. 

 http://neac.health.govt.nz/streamlined-ethical-guidelines-health-and-disability-research  
 
If you are new to research it is recommended that applicants read and become familiar 
with the NEAC guidelines (can be found on the MDHB Research & Ethics SharePoint 

http://neac.health.govt.nz/streamlined-ethical-guidelines-health-and-disability-research
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page). These guidelines provide an easy to read explanation of key considerations in high 
quality and ethical research which relate to a New Zealand context. 
 

● What is the study question? Your research should be designed to answer a question or 
set of questions. Describe the question/s your research project is designed to answer, 
providing a background or rationale as to why you are interested in this question (e.g. 
relevance to current or future clinical practice), and hypotheses if relevant.  
 

● What is involved for participants in this study? If the study will involve 
participants, describe what taking part in the study will entail. You should provide detail 
about where, when, by whom and for how long the research procedures will take. If 
participation will involve the disclosure of health information by individuals you should 
describe how this will be undertaken in a location and manner that respects individual’s 
privacy.  

 
● Methods: It is important that studies are scientifically sound as scientific inadequacies 

can have ethical implications – it is important that the proposal objectives can be 
reasonably achieved – the study has scientific quality. 
 

o Include the following information where relevant:  
▪ Research Design – what type of study design will you use to address the 

study question (e.g. retrospective/prospective, 
interventional/observational, between groups/repeated measures etc.)?; 
describe the study population including inclusion and exclusion factors; 
what is the sample size and how has this been determined (e.g. with a 
power analysis); what data will you collect or what instruments will be 
used?; describe any risks and moderators for minimizing risks including a 
stopping plan where relevant.  

▪ Endpoints/Analyses – how will you evaluate the data/information 
collected for the research to answer the study questions? What is the 
statistical analysis plan?  

 
● Impact on MDHB resources: Describe the required involvement of MDHB staff, 

equipment and premises. External researchers recruiting patients from MDHB should be 
clear about how/whether MDHB staff will assist in this process.  
 

● Final reporting Mechanism: How will the outcomes be represented? How will the 
outcomes be translated to inform practice? 

 
4.3 Ethical Consideration 

 
Low risk research is unique in that it can inform and have a huge impact on daily service 
delivery but does not necessarily require HDEC approval. As an institution we pride ourselves 
in being able to provide excellence from our patients but also a safe environment for our 
patients and staff. This means that we have to be certain when a study of this nature is 
presented that all ethical considerations have been made. The questions in this section have 
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been designed so that the reviewer can have a high degree of certainty that these ethical 
considerations have been made. 
You are not required to fill this section in when a completed HDEC Main Form is 
submitted along with the application.  

  
● Benefits of the study: Explain why the research will provide benefit. 

 
● Risks of the study: Acknowledge all risks of the study; all research has some risk 

associated with it even though this might be minor. Acknowledging risks won’t mean that 
you will not receive approval, but it will convince the reviewers that you understand the 
risks, which means you will be better able to manage these effectively. 

 
● Collection of Information:  Explain how you will be collecting information – often in 

low risk study’s there is some secondary use of health information without consent and 
therefore carries some risk to loss of privacy and confidentiality, it is important to 
acknowledge these risks and explain how will minimise the risks to the use of this 
information 
 

● Collecting information directly from individuals?  
 
If “Yes”; describe how you will identify persons to approach to recruit for your research project 
and why the methods you will use to approach and consent are safe and appropriate.  
If you need to pre- identify specific individuals to approach (e.g. persons who have had a 
certain medical condition treated in last five years) consider the most sensitive way to 
undertake this, as some people may prefer to not be contacted “out of the blue”. If you 
would not normally have access to information about the patients in your study you should 
not contact identified patients directly, but have your MDHB contact person telephone the 
patients or send a letter to the patients on your behalf. A confidentiality agreement may 
need to be signed the RSO will indicate if this appropriate. 

 
● Collecting information from a third party: If you intend to collect information 

about individuals from a third party explain why it will be safe and appropriate.  
The NEAC guidelines have information about collecting health information from third 
parties. 

 
● Consent for access to identifiable records? Will MDHB patients be asked to provide 

informed consent for access to their health information for secondary purposes (i.e. not 
directly related to their healthcare)? 
 
If informed consent will not be obtained in these circumstances an ethics 
committee approval is generally required.  
 
External Study Databases or Registries: For research that will involve patient 
information being entered into external study databases or patient registries, informed 
consent and / or an ethical approval should be obtained if identifiable health information 
will be shared with researchers from other organisations.  



      Guideline for completing the application form  
 for approval of low risk study at MDHB  

 
 

Document No: MDHB- Page 5 of 6 Version:  
I:\Quality\Team\Nicola\Clinical Audit Policy\Clinical Audit Procedure v4.docx Printed 26/11/2015 11:38:00 a.m. 

If the identifiable patient information will remain secure and available only to the MDHB, 
or available to other researchers only in a deidentified form, it is still recommended you 
allow patients the option to opt out of having their information entered into database or 
registry. Describe the steps you will take to provide reasonable information to patients on 
how their information will be used and stored and how you will ascertain if patients wish 
to opt out of any involvement.  
It is not acceptable to include patient information in a database or registry if doing so is 
known to be contrary to the patient’s wishes.  

 
● Justification for not obtaining informed consent: If you are not seeking informed 

consent for use of patient identifiable information you must justify why you are not. It is 
generally considered appropriate for employees of the organisation holding the health 
information to access this for secondary purposes without consent if undertaken for the 
purpose of audit or related activity. There may also be scientific reasons why it is necessary 
to use all known or available “cases” of a health condition in order to obtain the true 
clinical picture and / or to not exclude any groups of participants for which gaining 
informed consent might be challenging. Please refer to NEAC guidelines 6.43-6.47 for 
more detailed information 

 
 

4.4 Administration and Declarations 
 

We ask that applicants notify us of their study progress so that we can provide support 
wherever possible as well as ensure results from studies are applied appropriately to our 
setting and that we gain knowledge from study outcomes. 

 
Additional documentation is required for the MDHB review of the study application: 

 
● MDHB Locality Assessment form; complete and attach with application for signing 
● A protocol or study plan, as detailed as possible. The NEAC guidelines provide more detail 

on information that should be included in a study protocol. 
● An application for ethical approval (if required). The research will not be required to have 

prior ethical approval for MDHB to review, but if you have received approval (full or 
provisional) from an ethics committee, submit the letter with your application.  

● Participant Information Sheets (PIS) and Informed Consent forms (ICF) to be used in the 
research must be provided. Provide age-appropriate and culturally-appropriate versions if 
children, young adults or specific populations are being targeted for the study. Māori 
cultural and research support contact details should be included in the PIS or ICF. 

● When a questionnaire has been specifically developed or updated to collect the study data. 
You do not need to submit questionnaires with your application if they are standardised 
instruments.  

● Provide evidence of any consultation with Māori that has been undertaken for the 
research. This is required for research that is Māori – focussed or using Kaupapa Māori 
methodology. Māori research review is undertaken by the MDHB Research Review 
Committee (or designate), but coordinated by the Research Support Officer. It will be 
organised automatically when the documents for review are submitted.  
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4.5 Sign off  
 

4.5.1 Departmental  
 

The RSO can facilitate Professional Approval or this can be obtained prior to submission to the 
RSO. At a minimum the service Clinical Director (or medical head) and where relevant, the 
Allied or Nursing leader should sign this section. If your project crosses two services i.e. 
Paediatric and Adult Neurology then both sets of Clinical Directors and leaders are required to 
sign.  
This approval indicates that the service and professional leaders are supportive of the study and 
the new knowledge this will add. 

 
4.5.2 Operation Director Endorsement  

 
The operations director for the service that the study is mostly involving needs to review the 
resource and cost implications of the study as well as endorse the study in terms of the ethical 
and professional requirements, and that the application clearly demonstrates potential clinical, 
professional and/or strategic benefit to the organisation. 

 
4.5.3 Clinical Board Acknowledgment 

MDHB Clinical Board approval is required in addition to any HDEC, Educational Institute 
ethical review or other approvals.   At MDHB the Chief medical officer approves the application 
on behalf of the MDHB clinical Board. 

 
 

5. REFERENCES 
(1) Ethical Guidelines for Observational Studies; Revised edition July20112. 
http://neac.health.govt.nz/streamlined-ethical-guidelines-health-and-disability-research 
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