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PROTOCOL TEMPLATE: DESCRIPTIVE STUDY

The protocol template is a tool to help facilitate the development of protocols for retrospective chart reviews. This includes chart reviews of existing data that have purely descriptive objectives approvable under LNR pathways. 

The template contains some sample text and/or instructions for what type of information to include in the protocol.

·  Criteria to meet retrospective status (Exempt/Expedited) for review:

· Protocol must be research involving materials (data, documents, records or specimens) that have been collected solely for the non-research purposes (such as medical treatment or diagnosis).

· Protocol must include specific dates of data/information etc. that will be used.

· All data must be in existence at the time of HREC submission. 

· It is recommended that primary section headings in the template be retained to facilitate the review process.  If not appropriate for a given protocol, insert “Not Applicable” after the section heading.  Delete unneeded text and/or sub-headings.

· Protocol Template instructions and sample text are in italics.  As you complete information requested in the template, please replace or delete the italicised text and/or instructions and this first page of instructions prior to submission for review.
· Sample text may be modified as necessary or appropriate to meet the scientific aims of the protocol. Reformat italicised sample text to regular text.

· The investigator must demonstrate that the study is consistent with “sound scientific design” and that the design is sufficient to achieve the study objectives. The investigational plan, study procedures, and analysis plan must provide sufficient details to provide the HREC with a basis for its decisions. Even though the risks of the research may be minimal, the HREC aren’t able approve studies that provide insufficient information.

Be sure to update the Table of Contents after the protocol is finalised. In MS Word, select to highlight the table, then update using the REFERENCES tab, Update Table. 
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Abbreviations and Definitions of Terms

	
	Insert and delete terms as relevant

	(C
	Degrees centigrade

	AE
	Adverse event

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	

	
	


Abstract

Context:  (Background)

· Include 1 - 3 sentences about the clinical importance of the condition and the importance of the research question.

Objectives: (primary and important secondary objectives)

· State the precise objective or study question

· If more than 1 objective, limit to only the key secondary objectives.

Study Design: 

· Basic design: Retrospective (cohort, case-control or descriptive) study

Setting/Participants:

· The setting including location (referral or community center) and level of care (inpatient or outpatient) 

· The number of sites, 

· The number and description of participants including key eligibility criteria

Study Interventions and Measures: 

· Review of medical records

· Main study outcome measures (assessments of primary and key secondary endpoints)

1 Background Information and Rationale

The background and rationale should be approximately 3 – 5 pages. 
1.1 Introduction

Brief paragraph or two to describe the setting and rationale for the study. The details of the background go into Section 1.2 

1.2 Relevant Literature and Data

Overview of the literature and data relevant to the trial and provide background for the trial.  Also the relevant literature establishing the validity for scales, evaluation tools etc. The reference citations should be listed at the end. It is usual to limit this to 10 (at most 20) key references. 

1.3 Compliance Statement

This study will be conducted in full accordance the NHMRC National Statement on Ethical Conduct in Human Research, 2023.

The investigators will perform the study in accordance with this protocol, will obtain consent and assent (unless a waiver is granted), and will report unexpected problems in accordance with all research approval conditions. Collection, recording, and reporting of data will be accurate and will ensure the privacy, health, and welfare of research subjects during and after the study. 

2 Study Objectives

State the objectives of the study. 

The purpose of the study is to determine the (outcomes, prevalence, complications) of ….

2.1 Primary Objective (or Aim)

The primary objective of this study is to determine the whether the XXX (presenting sign, comorbidity, treatment option) reduces, increases, etc. outcome measure XXX in children X to X years. This should be specific, for example: “to determine whether children less than 3 years of age are at higher risk of post-tonsillectomy airway complications than older children.” 
2.2 Secondary Objectives (or Aim)

The secondary objectives are to: For example, “describe the indications for tonsillectomy as a function of age.”

· For example, “describe the indications for tonsillectomy as a function of age.”
· Etc.

3 Investigational plan

3.1 General Schema of Study Design

Section 3.1 is intended to be a brief overview. Do not put the details of the entire study into this Section.  Section 4 is where the details of the study and its procedures belong. 

This study is a retrospective/prospective (cohort study, descriptive study, case-control study, etc.) . 

3.2 Study Duration, Enrollment and Number of Sites
3.2.1 Date Range of Study

The range of dates during which the study will take place and will be included in the research. For example, “Cases will be included if the initial surgery was between 1/1/1995 and 12/31/2005. Follow-up information though 6/1/2006 will be included, as well as history preceding the initial surgery.”  If the study has a prospective component, the Observational Study Protocol Template should be used.

3.2.2 Total Number of Study Sites/Total Number of Subjects Projected

The study will be conducted at XX investigative sites in Australia.

Recruitment will stop when approximately XXX subjects are ….. It is expected that approximately XXX subjects will be enrolled (identified for further review) to produce XXXX evaluable subjects. 

Every record reviewed to ascertain whether the subject is eligible is “enrolled” and every one that meets all of the enrollment criteria and has the necessary data to be included in the analysis is “evaluable”. Usually many more charts will need to be reviewed than the number of evaluable subjects required. 

3.3 Study Population

Even though the study may be retrospective, there is a need to define the study population using inclusion and exclusion criteria. These are the criteria that will be used to determine whether or not to include a prospective subject in the study. 

3.3.1 Inclusion Criteria 

Examples:

1) Males or females age 0 to 16 years.  

2) Tonsillectomy (with or without adenoidectomy) between 1/1/1995 and 12/31/2005.

3) Completed operative note

4) Additional criteria as required

5) Parental/guardian permission (informed consent) and if appropriate, child assent. (Include ONLY if waiver of informed consent is not appropriate).

3.3.2 Exclusion Criteria 

Examples:

1) Previous tonsillectomy, here or elsewhere

2) Named craniofacial syndrome

4 Study Procedures

The study procedures are limited to review of existing medical records and use of existing biological specimens (if applicable). 

4.1 Data Sources

4.1.1 Case ascertainment

Describe how the potential cases and controls (if applicable) will be identified. How will the investigator determine that the prospective subjects meet the enrollment criteria? 
For example, “Potential cases will be identified by querying billing records for surgeries with the procedure code NNNNN.  IDX will be checked to identify cases in the appropriate age range, who were scheduled for 23-hour admissions. The data sheet (see appendix) contains a box with inclusion criteria, which the chart abstractor will verify before continuing with the abstraction. .” 

4.1.2 Data sources

This description should be specific but not over-detailed. It is important to explain that the data truly are available from non-research sources.  For example, “EPIC will be queried for demographic information, admission dates and discharge diagnoses.  Surgical information will be abstracted from the Operative Note.  Tissue diagnosis will be obtained from Pathology Records.”  

If data are from research sources, for example for reanalysis of existing research data, provide the original CHR number and quote the section of the consent form that allows this use. 

4.2 Data Elements to Abstracted

Provide a listing of all of the variables that will be abstracted from the medical records by source of the data.  (example below)
4.2.1 Data Set
Examples:

· Date of birth

· Date of admission

· Weight

· Height

· Admission diagnosis

· Etc. 

· Date of surgery

· Anesthetic agents

· Pain medications

· Intra-operative complications

· Etc. 

4.2.2 Pathology

· Tumor specimen

· Etc. 

5 STATISTICAL CONSIDERATIONS

This section should describe soundness of scientific design, even in minimal-risk matters as chart reviews.  Also, it is to the investigator’s advantage to plan the analysis in advance, insuring that data are coded in such a way that they can readily be analysed and that sample size will be appropriate. 

5.1 Primary and Secondary Endpoints

The endpoints refer directly to the objectives and are the specific expression of what will be measured and/or compared in the study. Example: “The primary objective is to determine whether tonsillectomy increases weight gain. The primary endpoint will be the difference in weight 2 months after surgery compared to the 2 months before surgery.

5.2 Measures to Avoid Bias

Briefly describe the measures to be taken to avoid bias (details can be given in the Study Procedures section). For example, radiographic studies might be read by a radiologist who is blind to the diagnosis.  Cases might be include only if the initial presentation was within the study window; otherwise complex cases or recurrent disease might be over-represented in the sample because both old and new cases would be captured. 

5.3 Statistical Methods

The statistical methods refer should address each endpoint. Adjustments for confounding variables and ascertainment of evidence of biases should be addressed. If the study is purely descriptive then just state the data will be summarised using descriptive measures.  

Example: “Baseline and demographic characteristics will be summarised by standard descriptive summaries (e.g. means and standard deviations for continuous variables such as age and percentages for categorical variables such as gender).” 

Example: “The primary objective is to determine whether there is an association between age and risk of airway complications.  Because ‘complication’ is a dichotomous variable, a point-biserial correlation will be calculated.”

Example: “The paired t-test will be used to compare differences in weight gain for the 2 months prior to surgery and the 2 months after surgery.  

5.4 Sample Size and Power

The sample size should be justified based on the study objectives and should be determined as for any other study. 

Even if the number of cases available is limited, an estimate should be made in advance, perhaps by obtaining an aggregate report of the number admissions with the diagnosis of interest.  Even if there are too many uncertainties to calculate power precisely, an estimate can be made, based on clinical experience. If sample size is limited, determine the effect size that you can reasonable expect to detect. For some descriptive studies, the sample size will be one of convenience – all of the available cases. If that is the case, then simply state that it is a convenience sample. 

STUDY ADMINISTRATION

5.5 Data Collection and Management

Describe the system for maintaining primary records (source documents) and case report forms and for entering the data into any computerised systems.  Address the following:

· Confidentiality of Data.  How will you ensure the confidentiality of the data, from the beginning of the abstraction process though analysis?  For paper records, one way is to keep a master list separate from data forms that have only a study number.  Another is to use password-protected files; in Excel, type “password” in the Help box for instructions.  NOTE Access to data must meet Australian Privacy Legislation. If Identifiable personal information, or personal health information are requested to be released to an external party with a waiver of consent, such disclosure shall be considered by the HREC under Section 95A of the Privacy Act 1988(Cth), and the approved NHMRC Guidelines
· Security.  Have a plan for backing up or otherwise recovering data.  
· Anonymisation, de-identification or destruction.  Have a specific plan, for example, “The identifiers will be destroyed after publication.  The other data will be retained for three years.  This laboratory maintains a file drawer specifically for such archives, each folder labeled “Destroy by….,” with the earliest dates at the front.”

· Please provide the following information if identifiable data are requested to be disclosed to parties external to Ramsay Health Care.

· please justify the necessity of disclosing identifiable data, and explain why de-identified dataset cannot achieve the same result:


· please outline measures adopted by the recipient of the dataset to ensure the security of the dataset and to restrict its use to permitted scope: e.g. who would have access, where would the data be stored.


· which S95A considerations does this project fit into? Please refer to Page 9, and the other relevant sections of the GUIDELINES APPROVED UNDER SECTION 95A OF THE PRIVACY ACT 1988:

When should the Guidelines approved under Section 95A of the Privacy Act 1988 be applied? The following diagram relates to organisations undertaking: 1. The collection of health information under section 16B(2)(d)(iii) for the purposes of: − research relevant to public health or public safety − the compilation or analysis of statistics, relevant to public health or public safety − the management, funding or monitoring of a health service. 2. The use and disclosure of health information under section 16B(3) for the purposes of: − research relevant to public health or public safety − the compilation or analysis of statistics, relevant to public health or public safety”


· please provide justification on how the ‘public interest in the proposed research, or compilation or analysis of statistics, or health service management activity does not substantially outweigh the public interest in the protection of privacy’ (Section D.4 of the GUIDELINES APPROVED UNDER SECTION 95A OF THE PRIVACY ACT 1988)

5.6 Confidentiality

Include a statement that all data and records generated during this study will be kept confidential in accordance with Institutional policies and section 95A of Privacy Act 1988 and that the Investigator and other site personnel will not use such data and records for any purpose other than conducting the study. Describe the safeguards to maintain subject confidentiality (you may say, “Safeguards are described under Data Collection and Management,” if no additional detail is required. An important point:  If the investigator leaves the institution and takes the data, or shares the data with an outside colleague, additional HIPAA requirements must be satisfied.

5.7 Regulatory and Ethical Considerations

5.7.1 Risk Assessment

All studies have at least some risk, even if it is not greater than minimal. For chart reviews the primary risk is that of breach of confidentiality of data. Sometimes, for example with genetic research, the risks include harms to groups other than just the subjects such as stigmatisation and insurability. 

Address how the study design and data protection plan will minimise the risks of harm.
5.7.2 Potential Benefits of Study Participation

Summarise all potential benefits, if any from study participation.  Benefits should be broken down into direct benefits (accrue to the study subject as a result of participation; unlikely for retrospective studies) and indirect benefits (benefits that accrue to the individual or society in the future). 

5.7.3 Risk-Benefit Assessment

The Risk-Benefit assessment should include justification for proceeding with the study based on the balance between risks and benefits. 

5.8 Informed Consent/Assent 

Either informed consent must be obtained or the investigator must request a waiver of informed consent, a waiver of assent (when children are subjects) as per the National Statement. 

When Consent will be obtained, describe the procedures that will be used to obtain informed consent. Include: who will obtain consent, where will consent process take place, how will privacy be assured, how much time will subjects be permitted, how will the investigators assure that subjects comprehend the nature of the study, the study procedures and the risks-benefits of participation, steps that will be taken to avoid coercion and documentation of consent. 

If consent will be obtained, describe the process for obtaining informed consent and child assent. Who will approach the family/subject? When and where will this occur? 

5.8.1 Waiver of Consent

If the study appears to qualify for waiver of consent (studies limited to existing data), the protocol must provide sufficient information explaining why the research meets the criteria for a Waiver – In order to waive the requirement of consent for the use of personal information, or personal health information, for a secondary purpose (i.e. medical research) the HREC must be satisfied that the conditions for a waiver of consent are met as per:

Sections 2.3.9 and 2.3.10 of the National Statement on Ethical Conduct in Human Research, 2007 (updated 2018) and; 

Section 4 of the Statutory Guidelines on Research contained in the Health Records and Information Privacy act 2002 (NSW). 

Justification for a waiver of consent as per 2.3.10 National Statement. 

a) involvement in the research carries no more than low risk (see paragraphs 2.1.6 and 2.1.7, page 18) to participants.

b)  the benefits from the research justify any risks of harm associated with not seeking consent.

c)  it is impracticable to obtain consent (for example, due to the quantity, age or accessibility of records).*

d)  there is no known or likely reason for thinking that participants would not have consented if they had been asked.

e)  there is sufficient protection of their privacy.

f)  there is an adequate plan to protect the confidentiality of data

g)  in case the results have significance for the participants’ welfare there is, where practicable, a plan for making information arising from the research available to them (for example, via a disease-specific website or regional news media)

h)  the possibility of commercial exploitation of derivatives of the data or tissue will not deprive the participants of any financial benefits to which they would be entitled.

i)  the waiver is not prohibited by State, federal, or international law.
5.8.2 Waiver of Assent

Even when the HREC waives parental permission, it must still waive assent. The criteria listed above must be met to obtain a waiver of assent.  

Assent could also be waived (with or without a waiver of parental permission) under, if the capability of some or all of the children is so limited that they cannot reasonably be consulted.
In either case, the request to waive assent must be justified and appropriate for the study being proposed.
6 PUBLICATION

Describe any plans for publication and presentation.  Note that the inclusion of illustrative cases in such reports may result in disclosure of identifiable information.  Consider this eventuality.

7 References
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Append relevant information.
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