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Broward Health 
Outline of Research Design  

Protocol 
 
 
Every IRB application is to be accompanied by a detailed research protocol. This 
protocol must follow the outline below. If an area is not applicable, the heading 
should be listed followed by “Not applicable” or “None” to insure that the area 
was considered by the investigator. 
 
Cover page should include: Project title, author(s), contact information, and 
version date. 
 
Description of Study 
Protocol Title 
The protocol title is the same as the project title provided on the IRB submission 
application and all consent forms. 
 
Principal Investigator and Co-Investigator 
List the complete names all Principal Investigator and Co-Investigators. Students 
must include faculty adviser/dissertation chair. 
 
Funding/Sponsor of the Study 
List all of the funding sources/sponsors of the study. If there is no external 
funding, please indicate with “None.” 
 
Purpose and Potential Benefits 
This section is intended for a description of the main goals and justification for 
the study as well as a brief literature or historical overview pertinent to the study. 
Investigators should summarize the background, rationale, nature, and 
significance of the proposed research. It is helpful to discuss the results of 
previous related research. The investigator should discuss any potential benefits 
of the study as these relate to professional/scientific knowledge. 
 
Location of Study 
All sites where data will be gathered are listed within this section. If this includes 
non-Broward Health sites, an agreement from those sites for the conduct of the 
study must be attached. Include the name, degree(s), title, employing institution, 
and complete address of the investigator(s) at each site. If the study is Internet 
based, the investigator should describe where data will be collected (individuals 
logging in from home, would subjects come to a physical site, etc.). 
 
Dates of Study 
Start Date: Actual start date may not be before approval by the IRB, and any 
start date must allow for IRB review and response. You may list “Upon IRB 
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approval” if the study is to begin immediately after approval is obtained. This date 
matches the information provided on the 
Subjects/ Data Collection 
This section is intended for investigators to provide details about all the proposed 
subjects and or data collection to be used in the study. 
 
Sample Size and Composition 
Included within this section is a description of the number of subjects, age 
ranges, gender, ethnicities, primary language(s) of subjects (if other than 
English), and the presence of any conditions that would make this a protected 
population (such as pregnancy, mental health disorder, illness, prisoner, 
decisionally impaired, etc.). Justification for use of any special/vulnerable subject 
population should be included. 
 
Subject Selection, Recruitment, and Eligibility Requirements 
 
This section must include a detailed description of how subjects will be recruited, 
how they will be screened, and what eligibility criteria will be used. If subjects 
come from any entity that is covered by HIPAA, particular attention should be 
paid to methods that will be used to insure patient privacy. 
 
Any media, including flyers, brochures, or other advertisements used to recruit 
human subject participation in a research study, must be submitted to the IRB for 
review and approval and must be included as part of the IRB submission 
package. 
 
This section must also provide a detailed description of the proposed informed 
consent process, with particular attention to the minimization of coercion and 
discussion of how the investigator will provide an opportunity for the prospective 
subject, or the legally authorized representative, to consider whether or not to 
participate in the study. This section should also include the circumstances 
surrounding language difficulties/translators, obtaining assent form minors, and 
using witnesses. 
 
Methods and Procedures 
This section should include all details as to what will happen to subjects 
throughout the study and in what order. If there is more than one study group, 
details should be given separately for each group. All tests or procedures should 
be indicated (and described more fully in the next section. The time periods 
involved for all work should be provided. 
 
Provisions for managing adverse reactions are to be included. Any compensation 
to subjects or extra costs to subjects should be discussed. Any compensation for 
injured research subjects should be discussed. 
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Measures and Administration 
This should include a paragraph or more on all tests or procedures used. If these 
are paper and pencil measures, a copy should be attached. A copy of all surveys 
or questionnaires must also be described and attached. The procedures should 
be described in detail so they can be understood by a layperson. 
 

Risks to Subjects 
This section is intended for possible risks to the client. All studies must address 
the issue of possible loss of subject confidentiality, while other risks are unique to 
the specific study. Each risk should be addressed in the following format 
individually, with as many paragraphs as there are risks to the study. 
 
• Risk: List each risk individually 
• Likelihood: Usually classified as minimal, moderate, or high. 
• Magnitude/Duration: 
• Minimization: These are procedures undertaken to minimize the risk that this 
specific risk will occur. Investigators should be sure to discuss all potential risks, 
discomforts, hazards, or inconveniences of the research study. Some possible 
risks include physical pain or discomfort, psychological or emotional harm, 
invasion of privacy, loss of time or pay. Some studies, due to the nature of the 
population, present risks to a community or group of individuals. These risks 
must also be addressed. 
 
Benefits to Subjects 
 
This section is intended for all direct benefits of the study to participants. This 
does not usually include “helping research” or other generalities, nor does it 
include compensation for participation. Some examples of benefits include: 
receiving free treatment, receiving a list of reputable local services, tutoring skills, 
or an informed debriefing The value of any such benefits should be listed as well. 
If there are no direct benefits to the participants, this should also be indicated. 
 
Risk/Benefit Ratio 
An overall analysis of the risks of the study to the benefits received by the subject 
as well as the general benefits of the study itself to science research should be 
discussed. The review of risks to benefits is a key element of IRB review. 
 
Consent Forms 
A list of the consent forms used in the study and who will sign and present them 
should be included. A copy of all consent forms on letterhead (all pages) in final 
form must be attached. If the study requires translated informed consent forms, 
the primary investigator is encouraged to wait for notification from the IRB that 
the English version of the consent is acceptable before translating the consent 
form(s). After the consent forms are translated they must be submitted, on 
letterhead, along with certification of the translation to receive final approval to 
commence the study. 
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PHI Use 
 
If the study involves the gathering of data from patient records, this section must 
specify the exact data which is gathered (e.g., age, height, blood pressure, IQ 
score, diagnosis, depression rating, number of treatments, etc.). If such data are 
gathered, this section also must indicate whether the data are gathered as part of 
a de-identified data set, a limited data set, a result of patient authorization as part 
of the consent form, or waiver from a privacy board. If the dataset is based on a 
limited data set agreement, then that agreement along with the justification that 
establishes that confidentiality is protected must be placed here or attached. If 
there is a waiver from a privacy board, then that waiver must be attached. 
 
Credentials/Qualifications of Researcher(s) 
 
Biographical Sketch 
Name Position Title (if student, indicate “Student”) 
Education/Training (Begin with baccalaureate or other initial professional education, 
such as nursing, 
and include postdoctoral training.) 
Institution and Location Degree (if applicable) Year(s) Field of Study 
 
Research and Professional Experience: Concluding with present position, list, 
in chronological order, previous employment, experience, and honors. Include 
present membership on any Federal Government, public advisory committee. 
Also, list, in chronological order, the titles, all authors, and complete references to 
all publications during the past three years and to representative earlier 
publications pertinent to this protocol. If the list of publications in the last three 
years exceeds two pages, select the most pertinent publications. 


