WRITING A STUDY PROTOCOL

INTRODUCTION

· The Protocol is the primary reference document for the conduct of the study and provides detailed, written documentation that sets out the conduct of the study.

· It is written before the study starts – a well thought out protocol will make the completion of the study approval application forms easier.
· It is a requirement of the NZ Health & Disability Ethics Committees that all studies should have a written study protocol (see NAF 2009 v1 check list).
Please note:
· If a proposed study (e.g. pharmaceutical or collaborative study) already has a protocol then that should be used – there is no need to write another protocol.

· Read the Ethics application form – this will help you think about information to be included in the protocol.

SUGGESTED FORMAT
Cover page
· Study title

Concise, accurate, to the point and short
· Short title

As will be used on footers etc for study documents
· Principal Investigator 
Name, position, location, contact information
· Supervisor(s)

(where relevant) Name, position, location
· Investigation site information

· Version


Number, date (if amended later- needs to be updated with revision date)
The Protocol

Project summary / overview
Maximum 300 words and should summarise all the central elements of the protocol – rationale, objectives, methods, population, timeframe and expected outcomes.
Background / justification for project
State the problem / study justification – importance of the study, how it will contribute to current knowledge;
Background – current status of the evidence.
Objectives
Aims and objectives of the study (including any hypotheses being tested):
· Principle objectives (must be achieved – dictates design & methods);
· Secondary objectives (interesting but not essential).
Methodology

Study design / type:
· Description of study design;
· Sample size calculations;
· Sampling methods;
· Variables being collected (including information on reliability / validity of any assessment measures).
 
Participants – define who study population is, inclusion / exclusion criteria.
Procedure – describe what you plan to do (list further detail in appendices if required):

· Recruitment process;
· Visit schedule with all procedures to be carried out at each visit
· Follow-up assessments.
Analysis plan – how data will be analysed, quality assurance of data, tools used etc.
Ethics


Participant safety – physical, emotional;

Informed consent;

Confidentiality;

Data storage / protection;

Relevant consultation – Maori / other.
Project Management


Participating site(s) and persons;

Responsibilities / tasks of each;

Data ownership;

Risk management of project.
Timetable


Outline from planning to completion and write up.
Resources


Specify resource implications of study (cost / space / time);
References


Limit number to relevant articles;

Use appropriate referencing format.
Appendices


Methodology / procedure protocols;

Definition list;

Summary table of study visits / procedures

Questionnaires / letters / recruitment documentation;

Informed consent documentation.
ADDITIONAL INFORMATION

Egyptian Group for Surgical Science & Research: 
http://www.ess-eg.org/pages/groups/surgical/publications/1-how.pdf
Epiet (2005) How to Write a Study Protocol: http://www.docstoc.com/docs/432932/How-to-write-a-clinical-study-protocol
Guideline for Good Clinical Clinical Practice E6(R1), ICH Harmonised Tripartite Guideline Section 6 ‘Clinical Trial Protocol and Protocol Amendments. http://www.ich.org/cache/compo/276-254-1.html
Manar Mohamed Moneer – How to Write a Study Protocol: http://www.nci.cu.edu.eg/lectures/monday2006/23-4/How%20to%20Write%20a%20Protocol.pdf
Singh, S, et al (2005) NTI bulletin: http://medind.nic.in/nac/t05/i1/nact05i1p5.pdf
WHO Recommended format for a research protocol: http://www.who.int/rpc/research_ethics/guide_rp/en/index.html
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