PROTOCOL TITLE:


Instructions:

· Use this template as it applies to your study. If a section does not apply to your study, please type “Not Applicable” below the section heading. This template addresses the primary regulations governing human research (Food and Drug Administration (FDA) and the Office for Human Research Protections (OHRP)/Department of Health and Human Services (DHHS). If other or additional regulations apply to your study, please address accordingly within this protocol. 
· When you write a protocol, keep an electronic copy. You will need to modify this copy when making changes. You should have a copy of each version filed with your other study related documents.
· After completing each section, please delete the words in blue.

1) Protocol Title
Include the full protocol title as listed on the application form.

2) Investigator
Include the investigator’s name as listed on the application form.

3) Objectives
Describe the purpose, specific aims, or objectives of the Human Research. State the hypotheses to be tested.

4) Background
(i) Provide the scientific or scholarly background and rational for the Human Research based on the existing literature; (ii) Describe the relevant prior experience and gaps in current knowledge; (iii) Describe any relevant preliminary data; (iv) Explain the significance of the Human Research in terms of why this Human Research important and how will it add to existing knowledge and (v) Describe the importance of the knowledge expected to result.

5) Setting of the Human Research
Describe the setting and location in which the Human Research will be conducted. If applicable, describe: (i) Site-specific regulations or customs affecting the research; (ii) Local scientific and ethical review structure and (iii) Composition and involvement of any community advisory board. 

6) Resources available to conduct the Human Research
(i) Demonstrate (e.g., based on retrospective data) a potential for recruiting the required number of suitable subjects within the agreed recruitment period; (ii) Describe the time that you will devise to conduct and complete the trial within the agreed trial period; (iii) Describe the number and qualifications of your staff, their experience in conducting research, their knowledge of the local study sites, culture, and society; (iv) Describe your facilities; (v) Describe the availability of medical or psychological resources that subjects might need as a consequence of the Human Research and (vi) Describe your process to ensure that all persons assisting with the trial are adequately informed about the protocol, the investigational product(s), and their trial-related duties and functions.

7) Study Design
a) Recruitment Methods
(i) Describe when, where, and how potential subjects will be recruited. Describe the source of subjects; (ii) Describe the methods that will be used to identify potential subjects; (iii) Describe materials that will be used to recruit subjects. Include copies of these documents with the application. For advertisements, submit the final copy of printed advertisements. When advertisements are taped for broadcast, provide the final audio/video tape. You may submit the wording of the advertisement prior to taping to preclude re-taping because of inappropriate wording, provided the IRB reviews the final audio/video tape; (iv) Describe the amount and timing of any payments to subjects and (v) Describe the expected number of subjects needed to complete the Human Research.

b) Inclusion and Exclusion Criteria
(i) Describe how you will screen for eligibility; (ii) Describe the criteria that define who will be included or excluded in your final study sample and  (iii) Describe the expected number of subjects needed to complete the Human Research.

c) Study Endpoints

(i) Describe the primary and secondary study endpoints and (ii) Describe any primary or secondary safety endpoints.

d) Procedures involved in the Human Research
(i) Describe and explain the study design; (ii) Provide a timeline of all procedures being performed, including procedures being performed to monitor subjects for safety or minimize risks; (iii) Include procedures being performed already for diagnostic or treatment purposes and differentiate between these and the procedures performed solely for the research; (iv) Provide the overall duration of the research; (v) Describe procedures taken to lessen the probability or magnitude of risks; 
(vi) Identify which procedures are being done as part of the Human Research and which are being conducted anyway for other reasons; 
(vii) Describe the source records that will be used to collect data about subjects and (viii) Describe what data will be collected including long-term follow-up.

e) Data management

(i) Describe the data and specimens to be sent out or received; 
(ii) Describe what information will be included in that data or associated with the specimens; (iii) Describe who is responsible for receipt or transmission of the data; (iv) Describe how specimens and data will be transported.

(v) Describe the plan to manage the data; (vi) Describe any procedures that will be used for quality control of collected data; (vii) Describe the data analysis plan, including any statistical procedures and (viii) Provide a power analysis. 

f) Provisions to monitor the data for the safety of subjects
This is required when Human Research involves more than minimal risk to subjects.

(i) Describe the plans to periodically evaluate the data collected regarding both harms and benefits to determine whether subjects remain safe; (ii) Describe who will review the data; (iii) Describe what data are reviewed, including safety data, untoward events, and efficacy data and 
(iv) Describe when data are reviewed.

g) Withdrawal of subjects

(i) Describe anticipated circumstances under which subjects will be withdrawn from the research without their consent; (ii) Describe any procedures for orderly termination and (iii) Describe procedures that will be followed when subjects withdraw from the research, including partial withdrawal from procedures with continued data collection.

8) Risks to subjects
(i) List the risks, discomforts, hazards or inconveniences to the subjects. For each indicate the probability, magnitude, and duration; (ii) Consider physical, psychological, social, legal and economic risks; (iii) If applicable, indicate which procedures may have risks to the subjects that are currently unforeseeable and (iv) If applicable, indicate which procedures may have risks to an embryo or fetus should the subject be or become pregnant.

9) Potential benefits to subjects
Describe the benefits that individual subjects may experience. For each indicate the probability, magnitude, and duration of the benefit. Indicate if there is no direct benefit.

10) Provisions to protect the privacy interests of subjects
(i) Describe the steps that will be taken to protect subjects’ privacy interests. “Privacy interest” refers to a person’s desire to control access of others to themselves and (ii) Describe what steps you will take to make the subjects feel at ease with the research situation in terms of the questions being asked and the procedures being performed. “At ease” does not refer to physical discomfort, but the sense of intrusiveness a subject might experience in response to questions, examinations, and procedures.
11) Provisions to maintain the confidentiality of data
(i) Describe the steps that will be taken to abide by promises made to the subject to limit dissemination of identifiable data and (ii) 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.

12) Medical care and compensation for injury

If the research involves more than minimal risk to subjects, describe the provisions for medical care and available compensation in the event of research related injury.

13) Cost to subjects

Describe any costs that subjects may incur through participation in the research.

14) Consent process
Describe:

· The setting of the consent process. 

· The role of the individuals listed in the application as being involved in the consent process. 

· 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. 

Indicate what language(s) other than English are understood by prospective subjects or representatives. If subjects who do not speak English will be enrolled, describe the process to ensure that the oral and written information provided to those subjects will be in that language.

If the Human Research involves a waiver or alteration of the consent process (consent will not be obtained, required information will not be disclosed, or the research involves deception) review and address the criteria for waiver or alteration of the consent process per 45 CFR 46.116c or 45 CFR 46.116d. This information is also addressed in Chapter 10, Sections t and u, of the Corporate Policy for Protection of Human Research Subjects. Also, eIRB Form Requesting Altering/Waiving the Informed Consent Process will need to be completed. Note: If your study is FDA regulated, the FDA regulations to do not allow the consent process to be waived or altered.
If the Human Research involves a waiver of the consent process for planned emergency research, review and address each of the criteria for approval per 21 CFR 50.24 and/or, if applicable, 45 CFR 46.101(i). This information is also addressed in Chapter 12, Section o of the THR Corporate Policy for Protection of Human Research Subjects.  
If the Human Research involves persons who have not attained the legal age for consent to treatments or procedures involved in the research (“children”):

· Review and address the criteria for research involving children per 45 CFR 46, Subpart D and 21 CFR 50, Subpart D. This information is also addressed in Chapter 15, Section d, of the THR Corporate Policy for Protection of Human Research Subjects. Also, eIRB Form Children (Minor Subjects) will need to be completed. 
· Describe the criteria that will be used to determine whether a prospective subject has not attained the legal age for consent to treatments or procedures involved in the Human Research under the applicable law of the jurisdiction in which the Human Research will be conducted. (e.g., individuals under the age of 18 years.)

· Describe whether parental permission will be obtained from:

· Both parents unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child.

· One parent even if the other parent is alive, known, competent, reasonably available, and shares legal responsibility for the care and custody of the child.

· Describe whether permission will be obtained from individuals other than parents, and if so, who will be allowed to provide permission. Describe the process used to determine these individuals’ authority to consent to each child’s general medical care.

· 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 Human Research involves adults who may be unable to consent, describe the process to determine whether an individual is capable of consent.

If the Human Research involves cognitively impaired adults:

· If permission of a legally authorized representative will be obtained:

· List the individuals from whom permission will be obtained in order of priority. (E.g., durable power of attorney for health care, court appointed guardian for health care decisions, spouse, and adult child.) 

· Describe the process for assent of the subjects. Indicate whether:

· Assent will be required of all, some, or none of the subjects. If some, indicated, which subjects will be required to assent and which will not.

· If assent will not be obtained from some or all subjects, an explanation of why not.

· Describe whether assent of the subjects will be documented and the process to document assent.

15) Process to document consent in writing
Describe whether and how consent of the subject will be documented in writing.

If the consent process will not be documented in writing (consent will be obtained but the subject or representative will not sign a consent document) review and address the criteria for waiver of written documentation of consent per 21 CFR 56.109(c)(1) for FDA regulated research and 45 CFR 46.117(c) for DHHS regulated research or non-regulated research. This information is also addressed in Chapter 10, Section v, of the THR Corporate Policy for Protection of Human Research Subjects. Also, eIRB Form Requesting Altering/Waiving of Informed Consent Documentation will need to be completed. 
16) Vulnerable populations
If the Human Research involving individuals who are vulnerable to coercion or undue influence, describe additional safeguards included to protect their rights and welfare.

If the Human Research involves cognitively impaired adults review and address the following: proposed plan to assess capacity to consent; subject assenting; signature line for a legally authorized representative;
If there will be direct benefit to the subject: the risk level (i.e., minimal risk); anticipated direct benefit to the subject; note whether the risk is justified by the anticipated benefits and whether the risk/benefit ratio is at least as favorable to subjects as available alternative approaches; 

If there is no direct benefit to the subject: whether study objectives can be met if subject must personally consent; whether foreseeable risks are low; whether there is negative impact on the subject’s well-being and is it minimized and low; prohibition of study by law; whether subject will have the disease or condition for which the procedures involved in the research are intended; degree of monitoring (i.e., close monitoring) and withdrawing of subjects if unduly distressed.
See also Chapter 15, Sections a and e, of the THR Corporate Policy for Protection of Human Research Subjects.The eIRB Form Cognitively Impaired Subjects will need to be completed.
Review and address the criteria for research involving children per 45 CFR 46, Subpart D and 21 CFR 50, Subpart D. This information is also addressed in Chapter 15, Section d, of the THR Corporate Policy for Protection of Human Research Subjects. Also, the eIRB Form Children (Minor Subjects) will need to be completed. 
If the Human Research involves pregnant women review and address the criteria for research involving pregnant woman per 45 CFR 46, Subpart B. This information is also addressed in Chapter 15, Section b, of the THR Corporate Policy for Protection of Human Research Subjects. Also, the eIRB Form Pregnant Woman/Fetus Sub Form will need to be completed. 
If the Human Research involves neonates of uncertain viability or non-viable neonates review and address the criteria for research involving neonates per 45 CFR 46, Subpart B. This information is also addressed in Chapter 15, Section b, of the THR Corporate Policy for Protection of Human Research Subjects.  
17) Drugs or Devices
If the Human Research involves drugs or device, describe your plans to control those drugs or devices so that they will be used only on subjects and be used only by authorized investigators.

18) Multi-site Human Research
If this is a multi-site study where you are the lead investigator, describe the management of information (e.g., results, new information, unanticipated problems involving risk to subjects or others, or protocol modifications) among sites to protect subjects.

19) Sharing of results with subjects
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