PROTOCOL TITLE:
Version number                           Date: of updated version

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 and/or policies (e.g., THR policies) apply to your study, please address accordingly within this protocol. 
· This template is for data collection, chart reviews or survey research only. Please use a more than minimal risk protocol template if the study involves the evaluation of FDA approved drug(s) or biologic(s)/device(s) that are not being used in accordance with their approved labeling and/or involves the use of investigational drug(s) or biologic(s)/device(s) that are not FDA-approved.
· 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.
· Where indicated, you may refer to your protocol section in the IRB initial submission (smart form) application.

1) Protocol Title
Include the full formal protocol title. This should match the IRB application form.
2) Investigator
Include the Investigator’s name and/or title here. You do not need to list sub-Investigators or study staff here.
3) Objectives
Why is this study being conducted? What is the purpose of the study?
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 is 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 research-related and/or 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. If there are materials that requite “building” or creating at expense you may submit mock up’s or word/pdf versions until a final document is approved as to not require expensive changes (e.g. creating a redcap version of a document takes time, therefore it’s generally acceptable to submit a word or pdf version of what the form will look like and get approval of the content first.) 
b) Inclusion and Exclusion Criteria
List inclusion and exclusion criteria here
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 how you will screen for eligibility; (ii)Describe and explain the study design; (iii) Provide a timeline of all procedures being performed, including procedures being performed to monitor subjects for safety; (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 who owns the records or source of the records;  (viii) Describe what data will be collected including long-term follow-up and (ix) Describe the expected number of subjects needed to complete the Human Research. Make sure to account for screen fails or records that may not be included in the end to ensure you have enough subjects enrolled or included.
e) Data management and sharing
(i) Describe the data and/or specimens to be sent out or received and where will data be stored at THR. If that data is coded and a key exists to allow subjects to be re-identified, describe the code being used and how it’s created and/or numbered and who will have access to it.(e.g. only authorized members of the study team) (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 data and/or specimens will be shared and with whom. If data is transmitted electronically, how is security of that data handled to protect from unauthorized disclosure. Will PHI be transferred, if so then what and to whom and how is security of that data handled to protect from unauthorized disclosure.(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) 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.  
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

In addition, if applicable, describe what steps you will take to make the subjects feel at ease with the research situation in terms of the questions asked and the procedures 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
Describe who will have access to data and how it will be handled by the institution.   
12) Cost to subjects
Describe any costs that subjects may incur through participation in the research.
13) Consent process
Also, if applicable, describe:
· Give an overview of the consent and the consent process and describe who will obtain consent. (e.g. written informed consent will be obtained by the investigator or member of the study team who has been trained and delegated in the consent process – etc. including the below items). 
· Include any special procedures for specific populations such as illiterate or visually impaired as applicable. 
· Any waiting period between informing the prospective subject and obtaining the consent. 
· Any steps that will be taken to minimize the possibility of coercion or undue influence. 
Alteration or Waiver of the Consent Process/HIPAA Authorization

Describe if a waiver of  informed consent (or alteration of the informed consent process) and/or waiver of HIPAA authorization will be needed.  
· For retrospective data collection and chart review projects, waivers of both informed consent and HIPAA Authorization will be needed. If the project does not involve the collection/use/disclosure of PHI, then HIPAA Authorization will not be involved/needed.
· A common alteration of consent is the use of verbal consent (often used when the only record linking the subject to the study is the signature for consent itself).
· For online surveys, a common alteration of the consent process is to note implied consent is being given when a subject starts the survey and/or clicks a button to indicate “I agree”, etc.
If being used, describe the justification for waiver or alteration of consent and/or waiver of HIPAA authorization. The justification should include the following [per 45 CFR 46.116(f)(3)]:
(i) The research involves no more than minimal risk to the subjects;
(ii) The research could not practicably be carried out without the requested waiver or alteration;
(iii) If the research involves using identifiable private information or identifiable biospecimens, the research could not practicably be carried out without using such information or biospecimens in an identifiable format;
(iv) The waiver or alteration will not adversely affect the rights and welfare of the subjects; and
(v) Whenever appropriate, the subjects or legally authorized representatives will be provided with additional pertinent information after participation.

Provide a summary of the actual health information you will be accessing and/or collecting under this waiver/alteration of HIPAA and what specific of the identifiers that will be accessed or collected under the waiver of HIPAA. Include where the information will be stored, when the key to decipher identifiers will be destroyed, and how long you will need access to the PHI under this waiver.

If the Human Research involves an alteration or waiver 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 46.116(e) or 45 CFR 46.116(f).
· This information is also addressed in THR’s policies Research Informed Consent – current version. THR’s policy Corporate Policy on Research Privacy under HIPAA – current version. https://www.texashealth.org/Research/Review-Board-and-Committee - Texas Health Research Policies or THR’s policy page https://txhealth.sharepoint.com/SitePages/Policies-and-Procedures.aspx. THR – search Research.

Special Populations 
Describe if the Human Research involves persons who have not attained the legal age for consent to treatments or procedures involved in the research (“children”) or your Human Research involves adults who are unable to consent. Describe why their involvement in the research is important and/or justified.

 
14) Vulnerable populations
If the Human Research involves individuals who are vulnerable to coercion or undue influence, describe in detail additional safeguards included to protect their rights and welfare. Examples of a vulnerable population are: THR employees, cognitively impaired adults, pregnant women and neonates of uncertain viability or non-viable neonates.  
15) 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. Describe how the PI will provide oversight of the research and supervision of study staff at all the locations. How will communications between locations be handled, methods, frequency, etc.

16) Sharing of results with subjects

Will any results be shared with subjects after the completion of the research? 
· This would be N/A for any study with a waiver of consent such as a retrospective chart review but may or may not be relevant on prospective chart reviews. 
· This should also be addressed in the Informed Consent Form (ICF) template if there is a plan to contact subjects after the study to share results.
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