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 Elements of a Research Protocol
The Hartford HealthCare Research Program has set the following guidelines as standards for protocol submission. These are similar to requirements for manuscript publication by most journals. The proposal must clearly outline the 11 areas/sections described below.

	
	Area/Section
	What is required?
	Why?
	If I am new to all this, how/where can I get help?


	1
	Literature review
	· Develop rationale for the study based on the literature

· Provide relevant background with appropriate citations that match references 

· Discuss advances, improvements, or  discordant findings related to study topic 

· The ‘inverted triangle’ format is helpful, beginning with general statement of problem and narrowing to the specific question or hypothesis
	· Gives reader a sense of relevance of study in the context of previous literature

· Discussion should logically lead to why current study is needed; why this is the ‘next step’


	· Review literature for past articles and articles on similar topic to develop specific question – can also suggest appropriate methodologies

· Other protocols or articles can suggest appropriate scope and format of literature review section

· Electronic searches, such as Ovid, Medline make searching easier

· Medical library can assist

	2
	Specific Aims/Hypotheses or Research Questions
	· Explain the purpose of the study

· List specific aims
· Include specific hypotheses if appropriate

· For clinical trials and other explanatory research primary, and other, if applicable, hypotheses need to be clearly stated

· For descriptive or exploratory studies, research questions appropriately substitute for hypotheses

	· Gives reader an explanation of why the study is being undertaken and what will be investigated
· Scientific reviewers will check to ensure that tests being used are appropriate for evaluation(s) being conducted

	· Prepare your hypotheses as question or expectation of what you are trying to show 

· Mentors or Research Program’s Senior Scientists can help. 

	3
	Clinical Significance/Translational Relevance
	· Describe the study’s clinical significance and its relationship to improving clinical care
	· Gives reader an understanding of why this research is important and how it will help improve patient outcomes
	· Discuss clinical significance with your department’s Research Council and mentors

	4
	Research Design 
	Explain study design: 

· Retrospective or prospective?
· Exploratory, descriptive or explanatory?
· Observational or experimental?

· Is there an intervention?

· If a clinical trial, is the design intent-to-treat or per-protocol?


	· The research design is the foundation of the entire method section, choosing appropriate measures and appropriate statistics

· Based on this information, IRB will monitor proper conduct of the experiment/research, including human studies issues and consenting issues


	· Can replicate and/or extend similar study in lit review
· Once aims are clear, talk with Mentors, Research Council and/or Research Program’s Senior Scientists
· This is the overall scientific approach to be taken – avoid detail of sampling, measures, analysis, as these should be in other sections


	5
	Sampling - Enrollment Criteria
	· Define the population of interest

· Include estimates of feasibility

· How will sampling be done? –random, stratified, convenience, etc.

· What is the time period for retrospective studies?
· Describe recruitment methods
· List inclusion and exclusion criteria, e.g.: 

· What are demographic characteristics - age, gender, language, etc.  Why? 
· Are there medical or other contraindications?

· What is the accrual goal?
	· IRB needs this information to ensure safety of research subjects

· Research Councils and scientific reviewers need this information to ensure that the appropriate population is being included as appropriate to research goals 
	· Clinical reasons should be primary guidance to inclusion and exclusion criteria
· Talk with Mentor(s), Research Councils, Senior Scientists



	6
	Methods of Data Collection
	· Describe method of data collection (e.g., chart review, patient interview, etc.
· Identify the primary and secondary endpoints (outcomes)

· Specify all other variables to be collected

· Describe any survey or other study instruments; be sure to include whether the survey instrument has been validated and when (the surveys should be included in the submission packet)
· Will a new database be developed?  If so, will there be on-going data collection or will it just serve for this project?

· Will an existing database be queried; if so, which one?

· A study timeline must be provided

· Sample size determination – power calculation (often part of statistics section)
	· Allows reviewers to check that time frames, data (variables), and personnel are appropriate

· Allows IRB to check that safeguards for PHI are in place

· Validated measures always preferred

· Reviewers will discuss validity/reliability of measures

· Power calculations are needed to ensure that there are a sufficient number of participants to obtain a definitive answer and support conclusions 
· For prospective studies, power also ensures that the sample size is not larger than needed (and therefore exposing more participants than necessary to any risk).
	· Review similar studies for how measurements taken – replicate or improve
· With IRB approval, preview charts or administrative database for availability of clinical info (verification of use form)
· Web sites and books exist for validated measures

· Sample size -- web sites can help, or talk with Senior Scientists, who have specialized software and can do this for you

	7
	Use of Specimens
	· Describe any specimen tissue collection procedures

· Will the study involve the use of previously banked tissue?  If so, identify source 
	· Allows IRB to ensure specimen collection is in compliance with regulations 
	· Discussion with Research Councils or IRB/HRPP

	8
	Statistical Analysis Plan 
	· Describe the statistical tests that will be used for each research question or hypothesis, referring to primary and secondary analyses, where appropriate
· Describe power analysis used to determine sample size estimates – include all parameters used: anticipated effect size, significance (alpha) level, power level (usually 80% or 90%), anticipated volume
· Ensure that anticipated screen-failures and dropouts are included in sample size  calculations

· Indicate software package(s) to be used


	· Allows reviewers to determine whether appropriate statistical processes/tests are used for design of study

· Relates sample size and statistics to be used

· Reviewers can determine if validated software will be used rather than questionable algorithms

	· Similar studies in literature
· Avoid boilerplate language from other protocols – relate the tests to the specific analyses
· This section is usually done in consultation with Senior Scientists

	9
	Data security, storage and privacy
	· Describe where data will be stored and how they will be safeguarded

· Investigators are mandated to state that no unencrypted portable devices or flash drives will be used to store patient data

· How will data will be exchanged/transmitted (e.g., HH GroupWise e-mail, encrypted flash drive)?
· Indicate what steps will be used to minimize use and sharing of PHI 
	· Allows IRB to check that safeguards for PHI are in place
· Assures that preventive and/or security measures can be put into place before data are collected
	· Discussion with Senior Scientists or IRB/HRPP

	10
	Benefit/Significance to HHC and its patients 
	· Explain significance of study to the hospital mission and its patients

· Describe clinical benefit / utility 
	· Assures Research Program that HHC’s mission is supported and that through treatment and knowledge, patient care is improved and research advanced

	· Your Mentor and Research Council

	11
	References
	· Unless absolutely new area – there should be sufficient literature to include a minimum of 3 prior studies
· Any standard format (AMA, APA) is acceptable but please be consistent.

	· Assures the Research Program that the time spent and effort undertaken will add to knowledge base; will be required for eventual manuscript submission
	· AMA guidelines are posted on the Web.
· Journals often include guidance in Authors’ Instructions


Other considerations when preparing a  protocol document:

(a) Page numbers (usually inserted in the document footer) are required.
(b) A document version date (inserted in the document header or footer) is required.  Don’t include the date in the protocol document title (this gets confusing for iRIS version control, This should be changed each time the protocol is revised/amended during initial review and through post approval modifications. 
(b) Please write out abbreviations and acronyms upon first use, with the abbreviation/acronym as a parenthetical. If your protocol contains many, consider including a glossary
If you have any questions concerning design, statistics or the written protocol, please contact your department’s Senior Scientist or their general telephone line      (860-972-5065)
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