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What is a research protocol? 

• A predefined written procedural method in the 

design and implementation of experiments 

• Answers specific research questions 

• Safeguards the health of participants 

• Allows for standardization and dissemination 

 

It is the detailed, written plan of the study 

 

 



Key pieces/format 

1) Title 

2) Summary/Abstract 

3) Project narrative 

– Aims/hypotheses 

– Rationale 

– Methodology/approach 

4) Ethical considerations 

5) References 



1) Title 

• Should be descriptive and concise 

• Sometimes requires revision at protocol  

completion to better reflect the study purpose 



1) Title 

• Search NIH reporter in your field of study for ideas 

Keyword search:  
Postpartum 
weight retention 



2) Summary/Abstract 

• Should summarize all elements of protocol 

• Rationale 

• Aims/hypotheses 

• Overview of methods (study design, independent/ 

 dependent variables, measures) 

• Should stand on its own 

• Be concise (aim for 250 words) 

• Often written last (grabs from all sections of 

protocol) 



Example abstract and identification of critical pieces 

Rationale 

Aims,  
Study Design,  
Variables 



3) Project narrative 

• Aims/hypotheses 

• Statements of the research question(s) 

• Simple, specific, stated “a priori” - before the research 

is concluded 

• Need to have statistical power to test the main 

objectives – so resist the temptation to have too     

many aims! 

• Secondary or exploratory aims do not need to prove  

statistical power 



Example aims/hypotheses for different study designs 



3) Project narrative 

• Rationale 

• Equivalent to introduction in a research paper 

• Puts proposal in context 

• Answers why the research needs to done  

• Most relevant studies on the subject should be 

referenced 

• Aim for 2 pages maximum 



3) Project narrative 

• Methodology/approach 

• Research design 

• Research subjects  

• Measures (independent/dependent variables) 

• If independent variable is a treatment, more details need to  

be provided 

• Statistical analyses and power calculations 



3) Project narrative 

• Methodology/approach 

• Research design 

• Research subjects  

• Measures (independent/dependent variables) 

• If independent variable is a treatment, more details need to  

be provided 

• Statistical analyses and power calculations 



Options in research designs  
2 main study types 

 Analytic Studies 

 Experimental Study: RCT 

 Prospective Cohort Study 

 Retrospective Cohort Study 

 Case-Control Study 

 Descriptive Studies 

 Ecologic Studies 

 Cross-sectional Studies 

 Case Series / Case Reports 
 

 Lacks a comparison group 

 Hypothesis-generating 

 1st step in formulating a research 
questions 

 Prevalence of outcome  

 Prevalence of exposure 

 Useful in policy 



Options in research designs  
Hierarchy of studies 

 Analytic Studies 

 Experimental Study: RCT 

 Prospective Cohort Study 

 Retrospective Cohort Study 

 Case-Control Study 

 Descriptive Studies 

 Ecologic Studies 

 Cross-sectional Studies 

 Case Series / Case Reports 
 

Best at establishing causal 
relationships (typically for 
treatments & dz 
prevention) 

Provides weakest evidence 
for cause-effect  



Options in research designs  
Hierarchy of studies – WHY? Because of BIAS in Design 

 Analytic Studies 

 Experimental Study: RCT 

 Prospective Cohort Study 

 Retrospective Cohort Study 

 Case-Control Study 

 Descriptive Studies 

 Ecologic Studies 

 Cross-sectional Studies 

 Case Series / Case Reports 
 

LEAST amount of BIAS 

MOST amount of BIAS 



Research subjects 

• What are the criteria for inclusion or selection? 

• What are the criteria for exclusion? 

• In intervention studies, how will subjects be 

allocated to index and comparison groups? 

• Random number generator (who is blinded to group 

allocation) 

• What are the criteria for discontinuation? 



Measures 

• Description of specific variables, how they will be 

measured, frequency of measures 

• Questionnaires should be appended to protocol 

• Lab or other diagnostic procedures should be 

described 



Example of table to present measures, frequency 



Treatment 

• Description of treatment (e.g., drugs, devices, 

behavior therapy) to be used 

• Are these drugs/devices already commercially 

available? 

• Are these drugs/devices in phases of experimentation? 

• How is the study treatment administered? 

• Description of literature (human and/or animal  

data supporting use of treatment) 



Example of intervention administration instructions 



Statistical analyses 

• A priori, statistical tests need to be identified to 

confirm/refute study hypotheses 

• Additionally, information on how data will be 

managed (and kept confidential) must be included 



Example of a statistical analysis section 



Sample size calculations 

• Justification about sample size should be provided 

• A larger sample size than needed: 

• Increases the study cost and duration  

• Unethical if it exposes human subjects to any potential 

unnecessary risk without additional benefit 

• A smaller sample size than needed: 

• Can also be unethical if it exposes subjects to risk with no 

benefit to scientific knowledge 

• Ask for help from a statistician!  



4) Ethical considerations 

• Risks, Benefits of the study 
 

• Inclusion/exclusion of specific groups 
 

• Confidentiality 
 

• Compensation for subjects in study 
 

• Informed Consent, IRB Approval 



4) Ethical checklist 

• Is the research design adequate to provide 

answers to the research question?  

• Is the method of selection of research subjects 

justified?  

• Are interventions justified, in terms of risks/benefits 

ratio? 

• For observations made, have measures been 

taken to ensure confidentiality? 



5) References 

• The protocol should end with relevant references 

on the subject 



Tips for a solid protocol 

• EXAMPLES!  Best is an example of a protocol in 

your topic area or an example submitted to the 

same funding source 

• Read the instructions from the organization (e.g., 

IRB) or funding agency (e.g., NIH) where you are 

submitting the protocol 

• Protocol format is usually (a little) different 

• Get input from collaborators/mentors 

• Start early!  May take at least 6 months 

 

 


