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INSTITUTIONAL REVIEW BOARD

Your Protocol Title goes here in the header-except on your first page –see Page Setup

PROTOCOL WRITING GUIDELINES

Federal regulations require that investigators follow the protocol that was submitted and approved by the IRB.  The protocol must be a complete description of what is happening in the study. Omission of any procedures used to determine qualification for the study and any follow-up procedure constitutes an incomplete protocol.

A well-written research protocol should be detailed enough that that it contains all of the necessary information to make sound judgment on potential benefits versus risks to human research subjects.  It should read easily and not contain extensive, complex or esoteric information.  Incorrect spelling and grammar make documents difficult to understand and are indicative of lack of attention to detail.  Bottom line is, at the end of the protocol the reader should have a clear picture of what the benefits of the research are, how the experiment will be conducted and what the risks, exposures and discomforts to human subjects are.

The following guide is designed to be used as a protocol template.  Please pay close attention to the descriptive items in blue for each section.  In addition to these guidelines, the following are general notes are provided:

· Spelling and grammar – use the spell checker AND proofread the document
· Format – please follow the template format exactly.  Please include:

· A header on each page with the title of your Protocol (except page 1).
· A version number (usually a date) in the footer of all pages of the Protocol.  

· Page numbers (e.g. 1 of 25) on your Protocol.  Use Header/Footer options.
· Do not indent paragraphs. 

· Separate paragraphs with a single line.  

· Acronyms – spell out the first time it is used, even the most well known acronyms

· Protocol MUST be a stand-alone document unless it specifically notes in the protocol that it associated with another.  Assume that the reader knows nothing about your specific project or field of interest.

If you have any questions regarding writing a protocol or submitting your project to the IRB, please contact:

Carolyn Hart, RN
Human Protections Administrator
Institutional Review Board Coordinator
Parkview Health
2426 E. State Blvd., Ste. B
Fort Wayne, IN 46805
Website:  irb.parkview.com
Ofc: 260-373-8196
Fax: 260-373-8199
carolyn.hart@parkview.com
Title of Investigation 

Be succinct and specific.  Include protocol identifying number if applicable.
1. Principal Investigator (PI)

a. Name/Title 
b. Organization/Office

c. Address 
d. Phone/Fax Pager Numbers 
e. Email 

Person(s) with authority to make decisions and give authoritative answers to questions.

2. Sub-Investigator(s) (Sub-I)

a. Name/Title
b. Organization/Office

c. Address

d. Phone/Fax Pager Numbers

e. Email 


     All other persons who will interact with subjects or with protected data.

3. Study Coordinator(s) (SC)

a. Name/Title

b. Organization/Office

c. Address

d. Phone/Fax Pager Numbers

e. Email 

Persons who will interact with subjects or with protected data, complete CRFs, complete regulatory documents, etc.
4. Medical Consultant or Monitor (if applicable)

a. Name/Title

b. Organization/Office

c. Address

d. Phone/Fax Pager Numbers

e. Email 

Disinterested person who is familiar with the protocol and its demands on subjects  

5. Facility/Study Location(s)

Identify all locations and/or unique facility settings that will be employed during the research activity.  If this is a collaborative/multi-center study, identify the other participating facilities/institutions. 

List all entities and facilities involved and the nature of support provided: 

· Name of entity/facility and address

· Name of manager or contact person and their contact information
· Personnel – do they interact with human subjects?

· Equipment

· Office space
· Funding

6. Resources Available to Conduct this Research
Demonstrate (e.g., based on retrospective data) a potential for recruiting the required number of suitable subjects within the agreed recruitment period or access to the estimated number of charts needed to review.  Describe the time that you will devote to conduct and complete the trial within the agreed trial period (i.e. 10% of PI’s time; full time coordinator).  Describe the number and qualifications of your staff and their experience in conducting research.  Who will recruit subjects and how?  Who will obtain consent, teach, or perform other study-related duties?
7. Background

Keep this brief and write in plain English.
Include sufficient relevant cited literature, offering the IRB an understanding of the context (how this activity fits into the field of similar work), and the rationale (how this activity adds to existing knowledge).

8. Objective

State your hypothesis or question to be answered, and scientific rationale.  Why are you doing this research?  Brief paragraph.

9. Impact

How will completion of this project contribute to the improvement of health care, patient safety, lower health costs, etc.?  Why is it important?  
Include a statement defining the publication intent – when and where results will be published. Who will be able to publish results?
10. Study Design  / Experimental Plan

a. Drugs/Devices/Equipment:

Briefly describe any drugs, devices, or equipment that will be used in the study especially as it relates to human subject use.  For example, drugs or placebos given to subjects, or devices that the subjects will wear or directly interact with, are important.  There is no need for detailed description of video or computer equipment.

b. Subjects:

Describe when, where, and how potential subjects will be screened for inclusion and then the recruitment process for those who qualify.  If a chart review, describe how and which records will be accessed to collect data. Describe the methods that will be used to identify potential subjects.  Describe the source of potential subjects or subject lists.
A description of the following items MUST be included in this section: 
1. Total expected number of subjects needed to complete the research

2. Inclusion and exclusion criteria 
a. Defines who will be included or excluded in your final study sample
3. Population from which subjects will be selected 

4. Male/female ratio of subjects (if applicable)
5. Age range of subjects

6. Whether any vulnerable subjects (21 CFR 50, 45 CFR 46 subparts B-D) will be involved (see Protocol Submission Form for specific categories)
a. You may not include members of the above populations as subjects in your research unless you indicate this in your inclusion criteria
b. For chart review study, you may include a statement that says “Vulnerable subjects’ records and data may be included in this study but will not be targeted.”

7. Screenings for subjects and special tests required
8. Recruitment procedures and materials 
a. If any posters, fliers, emails or advertisements will be used, the IRB must see a copy.  (include these with submission materials)  

b. Minimize the possibility of coercion or undue influence

c. Who will recruit subjects and how

9. Tests and procedures to which human subjects will be subjected
10. Qualifications and time commitment for each subject 
a. Be very specific for each test, procedure or survey, and overall duration
11. Compensation (if any) that will be offered to subjects

a. Describe amount and timing of any payments to subjects, plan for payment if subject withdraws
c. Duration:

How long—under normal circumstances—do you expect data collection to take?  Provide the overall duration of the research.  If a chart review, include the dates between which you will collect data (i.e. Subjects who had XX procedure between 06-01-00 and 06-01-05).  
d. Study Drug Supply (if applicable):
How will this be supplied (off the shelf, from a pharmaceutical company), packaged, and labeled?  How often, when, what route, and by whom will it be dispensed to subjects, and how will accountability be documented?  Please provide a copy of Drug Accountability Log.
e. Study Device Supply (if applicable):  
How will this be supplied (off the shelf, from a device company), packaged, and labeled?  How often, when, and by whom will it be applied or given to subjects, and how will accountability be documented?  Please provide a copy of Device Accountability Log.
f. Description of experiment, data collection, and statistical analysis:
Please clearly describe the design of the study (prospective, retrospective, controlled or uncontrolled; open or double-blind; cross-sectional or longitudinal, etc.).  Describe what data points will be collected and how, the source of the data, how it will be analyzed.  

Describe what a subject will experience as a participant in the investigation.  Describe the randomization and follow-up process and procedures.  Provide a timeline of all procedures being performed, including procedures being performed to monitor subjects for safety or minimize risks.  Identify procedures being performed already for diagnostic or treatment purposes and differentiate between these and the procedures performed solely for the research.  Summarize all pertinent information needed to offer IRB members the ability to follow the complete course of the experimental session, and perform an adequate evaluation of the experimental design and equipment to be used.  Essential information to be included in this section:

· the experimental design and methodology 
· source of data

· what data will be collected and how (provide copy of data collection form) 

· the proposed method of analysis, including any statistical procedures and a power analysis
Also, please use language in this section that can be understood by a wide range of technical personnel.  Not all IRB members are experts in your specific field of study. 

If this protocol builds upon another protocol, provide reference to that protocol here (provide a copy of that protocol, and list in Attachments).  

g. Safety monitoring (if applicable):

Will there be a Data Safety Monitoring Board (DSMB)?  Safety monitoring is usually only applicable to high-risk studies.  If study is high risk or requires a medical monitor include who will monitor, if a medical observer will be on-site or immediately available and how they are contacted in the event of an emergency.  Include information on any Special Safety Precautions that are in place (required for vulnerable subjects).

h. Adverse Events (if applicable): 

Please describe modalities for detecting and recording adverse events (AE).  Serious adverse events (SAE) that are unanticipated and related or possibly related must be reported to the sponsor and the IRB.  Include names and telephone numbers of persons to be contacted in case of severe adverse events.  In a chart review study, a breach of confidentiality may occur unexpectedly (i.e., stolen or lost data files) and needs to be reported.    
i. Confidentiality protection:

Describe the steps that will be taken to abide by promises made to the subject to limit dissemination of identifiable data. Describe where data will be stored, who will have access to the data, measures taken to secure the data, and how long data will be stored.
Please outline your storage and security procedures to guard against unauthorized access of study data.  Include how long you propose to keep study data.  Identifiable study data should not be kept longer than is required for the purposes for which the information may lawfully be used. As a general principle, data that contains personal identifiable information should be kept in appropriate secure storage within the research facility (in a locked cabinet in an office that is locked when not occupied).  Electronic files with personal information should be password protected, encrypted, and stored on a secure server.  Neither hard copy nor electronic files containing study data should be removed from the facility or stored in a non-secure manner electronically (disk, flash drive, laptop, personal computer). 

If data will be coded and a key to the code is created, the key must be secured and stored in a separate location from the coded data and subjects lists.  Please describe these locations and process to maintain security.  

i. Alternatives:

If the researcher is proposing a treatment or therapy, a disclosure of appropriate alternative courses or treatment that might be advantageous to the subject, if any, is required here.  At the very least, the alternative is that the subjects do not have to participate in the research.  In chart review studies, there is no alternative.
j. Medical Care and Compensation for Injury (if applicable)

Delete this section if your research involves no more than minimal risk to subjects.  Describe the provisions for medical care and available compensation in the event of research-related injury.

12.  Risk Analysis

Describe all possible hazards, risks, discomforts, or inconveniences to subjects, include physical, psychological, social, legal and economic risks, and possible loss of confidentiality.  Almost all research has the possibility of risk. If not physical, the risk can be psychological (anxiety, depression), emotional (anger, sadness, fear), stress, discomfort, inconvenience, or in most cases, loss of confidentiality, if the researcher can identify the subjects in any way.  For each identifiable risk, the IRB needs information on its incidence, probability, magnitude, and duration, and the availability and effectiveness of treatment, and possible long-term or permanent effects.  Also include information on efforts taken to minimize these risks and maximize safety.

If applicable, indicate which procedures may have risks to the subjects that are currently unforeseeable. If applicable, indicate which procedures may have risks to an embryo or fetus should the subject be or become pregnant.

13. Benefit Analysis

Describe any potential direct benefit to subjects, or general benefit to a subject group, medical science, or society.  Indicate if there is no direct benefit.  Use the conditional tense, because you cannot guarantee that these benefits will happen.  For instance, say that, "Anticipated benefits may include a better understanding of this topic."

14. Consent Process and Documentation

Describe the setting of the consent process.  Describe the role of the individuals involved in the consent process and the time that will be devoted to the consent discussion.  Describe any waiting period between informing the prospective subject and obtaining the consent.  Describe any steps that will be taken to minimize the possibility of coercion or undue influence.
A Consent Form documents a patient’s willingness to participate in research.

A HIPAA Authorization documents a patient’s consent for the use and disclosure of their protected health information (PHI) for the purpose of research.  

These consents should be granted via a written document.  See Informed Consent and HIPAA Authorization requirements and templates.  
Documentation of consent and HIPAA authorization may be waived in some cases of a retrospective data collection studies that are minimal risk, and no identifiers or codes are created.   Please indicate here if you are submitting a Request for Waiver or Alteration of Consent and HIPAA Authorization for IRB review and approval.  See Request for Waiver form.

Obtaining a signature on consent or HIPAA documents may be waived under very specific circumstances only.  If you believe you may qualify for and wish to request this waiver, please contact the IRB.  
If the research involves children describe how consent will be conducted.  Describe whether parental permission will be obtained from either both parents or just one parent.  Indicate whether assent will be obtained from all, some, or none of the children.  If assent will be obtained from some children, indicate which children will be required to assent.  When assent of children is obtained describe whether and how it will be documented.

If the research involves adults who may be unable to consent, describe the process to determine whether an individual is capable of consent.  If permission of a legally authorized representative (LAR) will be obtained, list the individuals from whom permission will be obtained. Describe the process for assent of the subjects. Indicate whether assent will be required of all, some, or none of the subjects.  If some, indicate which subjects will be required to assent and which will not.  If assent will not be obtained from some or all subjects, provide an explanation of why not.  Describe whether assent of the subjects will be documented and the process to document assent.

15.   Subject Withdrawal

Describe how to handle issues around subject withdrawal from the study (and how this is defined –withdrawal from study medication / intervention, withdrawal from study follow-up, withdrawal of subject consent and therefore possible further subject data use). Describe any procedures for orderly termination.  Describe procedures that will be followed when subjects withdraw from the research (or request that their data be withdrawn), including partial withdrawal from procedures with continued data collection.

Studies using drugs/devices should have a case report form page that lists reasons for withdrawals (and protocol deviations / violations).
Describe any situations when the PI may remove a subject from the study without their consent and what follow-up procedures will be followed to ensure subject safety and welfare.
If based on the design of the study, there is no possibility of withdrawal of subjects, state that in this section.

16.   Cost to Subjects

     Describe any costs that subjects may incur through participation in the research.
17.   Sharing of Results with Subjects 
Describe if any research results will be shared with subjects.  If so, describe what results will be shared, how this information will be communicated to subjects, and circumstances when results will be shared. 
18.   Study Budget (if any)

This section should contain a detailed itemized breakdown of expenses, and justification for each.  Are there payments to the PI or subjects?  Is payment on a per subject basis or a lump sum?  
19.   Financial Sources / Conflict of Interest (if any)

Who is the sponsor?  Who is providing funding?  Indicate that financial support is ensured. 
Does anyone involved with the research (Sponsor, PI or other study personnel) have any financial or other conflicts of interest?
20.   Signature Line

____________________________________


________________

Principal Investigator Signature




Date

____________________________________


________________

Co-PI, Preceptor or Student Researcher Signature 


Date

(if not the PI) (if applicable)

The PI (and preceptor or student researcher, if applicable) will sign and date the protocol to confirm the version is final and approved.  

21. References

a. Reference …
b. Reference …
c. Reference …
Please list any and all references cited in or used to create your Protocol.
22.  Attachments
a. Subject recruiting materials (if applicable)

Include emails, letters, newspaper ads, briefings, posters or any other material that will be used for purposes of recruiting subjects.  Please provide a Study Title and type of document in the header, and a Version Date and page numbers (1 of 4) in the footer of all pages.  

b. Informed Consent Form (ICF)
c. HIPAA Authorization Form (unless incorporated into ICF)

d. Questionnaires or surveys, diaries, etc. (if applicable)

Include medical screening questionnaires.  Please provide a Study Title and type of document in the header, and a Version Date and page numbers (1 of 4) in the footer of all pages.  

e. Data Collection Form (DCF) and/or Case Report Form (CRF)

This is usually an Excel spreadsheet.  Please list ALL data points to be collected.  Please provide a Study Title and type of document in the header and a Version Date and page numbers (1 of 4) in the footer of all pages.  
f. Study Drug or Study Device Accountability Log

This is usually an Excel Spreadsheet.  Please include all pertinent information:  i.e. what, when, where, how many, by whom, how many are left, etc.  
g. Curriculum Vitae (CV) of investigators  
Please date this document.  CV template available if needed.
h. Certification of training in the protection of human research subjects
All study personnel are required to complete the appropriate CITI course prior to study start.

i. Other attachments if applicable, such as: letters of collaborative support, previous Protocols, and any other supportive documentation
Please delete any of the Attachments in this list if they are not applicable to your study.
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