Protocol Outline

A research protocol should describe the “Who, What, When, Where, How, and Why” of the project. You will probably have many “because” clauses. 
(TIP: when a study/protocol is written, it should be so clearly written that someone else can pick up the protocol and easily repeat the study.)

Here is a suggested format to help you develop a coherent research protocol. 

Protocol/ Title:

PI: 

I. Abstract 
Provide a brief, succinct summary of the study background, aims, and design.


II. Background and Significance
Describe the current environment that is the basis for the proposed research, including a presentation of the problem and hypothesis (with references) and a review of current literature.  Include a critical evaluation of current knowledge and preliminary studies related to the proposed research and describe how this proposal will enhance this knowledge.  (“This study is important because….”)
III. Study Aims
Describe the purpose of the study, including identification of specific primary objectives/hypotheses. Secondary objectives/hypotheses should be described as necessary. What are you hoping to learn as a result of the study?
IV. Anticipated End Products/Uses of Collected Data

a. Publication

b. Presentation

c. Course Paper

d. Honors Project/Thesis

e. Senior Exercise

V. Study Design

a. Design of the study 
i. Methodology (why did you choose this method)
ii. Selection of instruments/measurements 
b. Study population general description (why this population?)
c. Sample size (Is it statistically relevant?)
d. Risk Assessment. 

i. Consider all reasonably foreseeable risks of the study, including both physical and non-physical harms.  Keep in mind that risks are not always immediate -- anger, emotional upset, or stress may appear later.  Describe any reasonably foreseeable risks to psyche, reputation, employability, insurability, social status, criminal or civil liability that may occur as a result of participation.   
ii. Describe precautions that will be taken to minimize risks/harms.  Address emotional and psychological risks, including risks of emotional discomfort from being asked about or discussing sensitive issues.
iii. If there is a possibility that subjects will disclose abuse, neglect or intent to harm themselves/others, explain how you will respond in such situations, including what referrals to assistance or reporting of abuse/neglect to authorities may occur.

VI. Study Procedures (It is helpful to walk through the process step-by-step of what a research participant would be asked to do)
a. Subject selection procedures

i. Recruitment procedures 
a. Where/how will recruitment occur?
b. What is the advertising plan, if applicable?
c. What recruitment materials will be provided to the potential participant (brochures/information sheets/video presentation)?

ii. Will subjects be screened? For what? How?

iii. If subjects will be paid for participation, provide a detailed explanation of how much they will be paid, what forms of payment will be used (eg, cash, gift card, entry into a raffle, course credit, etc) and how the payments/incentives are financed (grant funds, departmental research budget, personal.) Describe any bookkeeping procedures that have to be followed. You should comment on the suitability of the payments/incentives considering the possibility of the coercive affect a payment may have on subjects.

b. Provide a detailed explanation of the consent process.
i. When, where and how will consent be obtained? 
ii. Who will obtain consent? 

iii. How will you document consent? 
iv. Will subjects be debriefed? 

c. Study Assessments and Activities

i. Describe all study procedures, assessments, and subject activities

ii. Provide a schedule of all study assessments and subject activities, including a tabular representation or timeline as applicable

d. Data Collection – exactly how is the data collected/recorded, be specific; if you use previously collected data, who are the providers?

e. Data Protection – What steps/programs will be used to protect the data once it has been collected?


VII. Safety Monitoring Plan if necessary
a. Definition of adverse events, serious adverse events

b. What procedures will be used to monitor subject safety?  

c. Who (list names) will identify, document, and report adverse events?

d. What is the frequency for review of summarized safety information and who will perform the review (e.g., safety monitoring board)?

e. What are the stopping rules with regard to efficacy and safety?

VIII. Analysis Plan
Describe statistical or other analysis methods.  Why did you choose this method?
Describe how you will analyze your data; describe the analysis type and procedures including statistics and scientific or scholarly justification for the use of these analyses- be specific.
IX. Literature Cited

