
Prospective Research Protocol Template
 (Title of Study)
I. Introduction

· Existing studies in your research area.
· Gaps from the literature.
· Fill gaps.
· Research Questions. 

· Direct observation, a survey, questionnaire, a critical analysis of the existing medical literature, or clinical experiments?
II. Methods

· Study Population: 

· Population you are studying.
· Number of subjects from the population (sample size).

· Assumptions. 

· Exclusion or inclusion criteria.
· Hypotheses:
· Statements, assertions, or propositions about your target population.

· Null and Alternative Hypotheses.

· Making comparisons or exploring associations.
· Study Variables:

· Key variables of interest to you.
· Define variables that are not commonly used.

· Commonly used variables are, for instance, age, race, gender, height, weight, and medical record number among others.

· Negative outcomes should be clearly spelt out.  
· Operational definition of variables.

· Measurement of variables. 
· Study Design:
· Obtain information: Sampling? Type?

· Simple random, systematic, stratified, and cluster sampling?

· Direct observation, a survey, questionnaire, a critical analysis of the existing medical literature, or clinical experiments?
· Recruitment of subjects.
·  Data collection, recording, and storage.
· Statistical Analysis:
· Screening and cleaning data.
· Statistics to be generated.

· Methods of analysis: Parametric vs. Non-Parametric.

· Assumptions underlying data.

· Test Assumptions?

·  Cater to violations of assumptions, if they exist.

· Level of significance.

· Institutional Review Board (IRB):
· Consent Process (see an attached sample Consent Form).
· Recruitment of subjects.
· Compensation.
· Risks and Discomforts.
· Benefits and Costs.
· Coercion.
· Deception.
· Data Handling and Storage.
· Data Safety Monitoring Board.
· Health Insurance Portability and Accountability Act (HIPAA) compliance.
III. References

· List all references. 
· Choose relevant citation.

· Consult specialty area guidelines, your program director, and journals for publication.

· Common styles guides are the AMA, APA, MLA, and Chicago.

Note: 

· As a CORE student, intern, resident, or faculty member, you have access to RefWorks.

· RefWorks is an online bibliographic management program that allows users to create a personal database of references and generate bibliographies in a variety of formats.  

· You have free access to this program if you register on an OU/OU-COM computer. Eeach CORE site has at least one OU/OU-COM linked computer in the hospital’s medical library.

·  Once you have registered on the OU/OU-COM computer, your RefWorks account can be accessed from any computer in the world.  The RefWorks online tutorial will provide you with the understanding you will need to use this program.

· If you anticipate sending your research out for publication, RefWorks will prove to be an invaluable tool as you submit your work to various publications that conform to different editorial styles.
Consent to Participate (Generic Sample)
You have been invited to participate in a research study that will investigate the effectiveness of a procedure_________. (Hospital) and (Ohio University) have approved this study, and it will be conducted under their supervision. Your participation in this study is completely voluntary, and you have the right to refuse to take part.  Your acceptance or refusal to participate will not affect your future care or relationship with us in any way. 
Explanation of the Study

This research study will be limited to patients that have ________________. The researchers will assess (1)_____________, and (2) _____________ regarding this procedure.

Research Methods
With your permission, a review of your medical chart will be performed in the office of Dr. _____, the attending physician at _________________. The specific information that will be accessed is the following:  (variables/medical information).

Secondly, you will be asked to complete a brief written survey.  Questions will specifically address two dimensions of your treatment:  the effectiveness of the procedure and your satisfaction with the results.

The information obtained from your medical record and your answers to the survey questions will be combined together and added to a list containing other patients’ records. Information such as name, medical record number, social security number will NOT be included. There will be no way to identify you from the data collected.

Benefits and Risks
There are no known risks associated with participating in this research study. While there will be no direct benefits to you, there will be contribution to the medical/scientific community by increasing understanding of ___________________.  The alternative to participating in this study is to not participate.  You can elect to abstain from any part of this research.
Confidentiality
No identifiable information (i.e. social security number, medical record number, name etc.) will be recorded. All information collected will be kept in password-protected computer.

Contact Information


To obtain additional information regarding this study, you may contact the principal investigator, Dr. _______, at _________.  To obtain information or report concerns regarding this study, you may contact Dr. ___________, IRB Chair, at _________.

Yes______ I would like to participate in the above-described study.

No______ I would prefer not to participate in the above-described study.

Patient’s Signature____________________               Date_________________
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