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Does your research involve the care of use of animal subjects?  If yes, complete the appropriate training and submit the appropriate protocol paperwork to: 
Does your research involve the care of use of animal subjects? If yes, complete the appropriate training and submit the appropriate protocol paperwork to: 
THE INSTITUTIONAL ANIMAL CARE AND USE COMMITTEE (IACUC) 
 If your research involves more than a single yes, 
the protocol must be submitted to all the appropriate committees, 
and each committee must approve the project before activities can begin.
All research projects should be submitted to the appropriate compliance committee 
through the Office of Research & Graduate Studies 
Research Compliance 
Office of Research & Graduate Studies 
Texas A&M University-Kingsville 
700 University Blvd. MSC 201 
Kingsville, Texas 78363 
Phone: 361-593-2677 
Fax: 361-593-3412
ResearchCompliance@tamuk.edu 
 TAMUK IRB Application All Review Levels / Revised 
Spring 2022
 CHECK THE APPROPRIATE ANSWER TO EACH QUESTION 
Does your research involve human subjects?  If yes, complete the appropriate training and submit the appropriate protocol paperwork to: 
Does your research involve human subjects? If yes, complete the appropriate training and submit the appropriate protocol paperwork to: 
THE INSTITUTIONAL REVIEW BOARD (IRB) 
Does your research involve activities including but not limited to working with Biohazards, Human Blood, rDNA, E. Coli, etc?  If yes, complete the appropriate training and submit the appropriate protocol paperwork to: 
Does your research involve activities including but not limited to working with Biohazards, Human Blood, rDNA, E. Coli, etc? If yes, complete the appropriate training and submit the appropriate protocol paperwork to: 
THE INSTITUTIONAL BIOSAFETY COMMITTEE (IBC) 
TEXAS A&M UNIVERSITY-KINGSVILLE 
INSTITUTIONAL REVIEW BOARD (IRB) APPLICATION 
FOR APPROVAL OF INVESTIGATION INVOLVING THE USE OF HUMAN SUBJECTS 
FOR Research Compliance USE ONLY
Save this file as a PDF document on your computer, answer all questions completely within Word, and submit it along with all supplemental documents to the research compliance team emails found on our website. 
Type and select only in the blue fields, and closely follow all stated length limits. Handwritten forms will not be accepted.
Submission date is logged only when ALL items required for review are received in review ready order
1.	Title of Study (Must be identical to the title of any related grant proposal)
If connected to a grant proposal the End Date MUST match the end date of the grant. 
2.	IRB Protocol Personnel
2-A.     
Must be a full-time TAMUK faculty member or a full-time staff employee whose job responsibilities include conducting human subjects research. A faculty Supervising Investigator is required for all student studies which require IRB review, including theses and dissertations. Student Investigator information is entered in Section 2-C. 
2-B. Co-Investigator (if applicable) (If more personnel needs to be listed, please see section 2-D.)
2-C. Student Investigator (if applicable, for student studies including theses and dissertations. DO NOT USE for student assistants on Faculty Studies. Student assistants need to be listed in 2-D.)
Is this the student investigator's graduating semester?
Student Academic Classification:
2-D. Additional Personnel: List the name(s) of all other Additional Personnel (including students) who are responsible for the design, conduct, or reporting of the study (including recruitment or data collection)
Add or Delete Rows
3.         CITI IRB Training
The Principal Investigator, any Co-Investigators, any Student Investigators, and ALL Additional Personnel are required to complete the appropriate CITI IRB training course(s). Please attach the completion certificates when you send in your application.
4.	IRB Review Considerations
4-A. Has this project been previously been Considered by the IRB? If YES please explain below.
4-B. Has this project been previously been Reviewed by the IRB? If YES please explain below.
4-C. Is notification of Human Subjects approval required?
4-D. Is this a Renewal Application?
5.	Funding Information (if applicable)
Add or Delete Rows
5-A. Is this research connected to a grant protocol for external funding being submitted? 
If you answered "YES" above, you must submit one complete copy of that grant protocol as soon as it is available and complete the following:
6.	Description of Human Subjects: (Read Carefully)
6-A. Age(s)
6-B. What is the number of subjects who need to agree to participate for a statistically relevant sample size?
6-C. In order to reach this number, how many individuals will you contact to see who will agree to take part in the study? (Remember subjects can decline to participate. You may need to contact 150 subjects to get 75 subjects to participate in the study.)
6-D. Will your study focus on a specific gender identity(ies) and or expression(s), and or is the identity and or the expression of the subjects irrelevant to the study data and just for demographic reporting?
6-E. If "Yes" was selected in 6-D, then describe the particular gender identity(ies) and or expression(s) to be recruited for participation and explain the reason for the inclusion(s) and or exclusion(s). (If you are studying experiences of only female soccer players, this would explain the exclusion of male soccer players.)
6-F. Identify any vulnerable populations who will be asked to participate in this study:
6-G. Languages other than English and or Other Nation(s) and or Non-U.S. Cultures:
Will your study involve the use of any language other than English for informed consent forms, data collection instruments, or recruitment materials?
6-H. If "Yes" was selected in 6-G, then you will be responsible to get a back translation verification to verify the documents in the other language(s) convey the same information as those in English. 
Provide the name of who will complete the verification of the back translation below.
*To save time on translation revisions, we recommend getting the English versions of the documents approved by the IRB before asking for the translation(s) and the verification.
7.         Intended review level:
Based on the PI's knowledge, under what review category does the PI feel this IRB protocol falls:
8.	I have included copies of all pertinent supplementary documents and attachments including, but not limited to: 
9.	Other Related Research Complaince Protocols (if applicable)
9-A. Is this IRB protocol related to another IRB protocol?
If "Yes" selected then provide the approval number(s) below.
9-B. Is this IRB protocol related to an IACUC protocol?
If "Yes" selected then provide the approval number(s) below.
9-C. Is this IRB protocol related to an IBC protocol?
If "Yes" selected then provide the approval number(s) below.
9-D. Is this IRB protocol related to an Export Control protocol?
If "Yes" selected then provide the approval number(s) below.
10.	Recruitment of Participants:
10-A. Describe the source(s) of subjects and the selection criteria. Specifically, where did you obtain the names of potential subjects (i.e. agency files, hospital records, local organizations, etc.)?
10-B. Why is this best subject pool for your hypothesis? (Reminder, subjects of convenience need to be avoided)
10-C. Where and how will you contact them? (write out contact method/procedure step by step)
11. 	Brief description of the proposed research: include major hypothesis and research design.	
12.          Study Design (Answer all questions that follow):
12-A. Provide a step-by-step description of each procedure, including the frequency, duration and location of each procedure. Describe procedures for protection of subjects. (step 1: Obtain IRB approval of study, step 2: send or post invite to study, step 3: consent subjects, step 4: proceed with conducting study, step 5: monitor study and collect data and store properly. etc.)
12-B. Describe procedures for the storage and protection of data. (Files from study will be stored on a encrypted password protected USB and or external drive and or password protected digital file where only the PI and research staff will have access to the files)
12-C. Brief description of the proposed research: include major hypothesis and research design.	
12-D. Does this study involve Incomplete Disclosure of research related activities to perform the study?
If "YES", Please explain in the box below.
12-E. Does this study involve Deception about research related activities to perform the study? 
See 45 CFR §46.104 (d)(3)(i)(C)(iii) & See 45 CFR §46.116
If "YES", Please explain in the box below.
12-F. Will your study involve audio-recording or video-recording the participants?
If "YES", Please explain in the box below. (transcript(s) for review at a later time, recording by video and or audio for data analysis, etc. )
12-G. If "Review of Existing Records" and/or "Observation" is selected above in 12-C. Describe below the records you plan to review and or the observations you plan to make for your study.
12-H. What is the estimated time for a subject's participation in each study activity (including time per session and total number of sessions)?          
12-I. Identify all locations where the study will be conducted. (ex. TAMUK MSUB, Online Survey)
12-J. For data collection sites, other than TAMUK, have you attached a draft of the site letters you intend to send for permission? (Remember that the template is required , not their approval for the review)
12-K. Describe the procedures you will use to maintain the confidentiality of any personally identifiable data.
12-L. Specify where your research records will be maintained.
12-M. Specify the coding or other steps you will take to separate participants' names/identities from research data.
12-N. Specify how long you will retain personally identifiable data and your research data in your records. This is the PI's responsibility.
(State of Texas Records Retention Schedule) (See Agency Item No. 07.101.70 and those that may further be qualified to this IRB application.)
13.         Describe the consent process and attach all consent documents. (write out consent method/procedure step by step)
14.	Describe the anticipated direct benefits if any to subjects, and the importance of the knowledge that may reasonably be expected to result from the the subjects(s) participating in study. Often there is no direct benefit(s).
15.         Describe the risks involved with these procedures (physical, psychological and/or social) and the precautions you will take to minimize these risks. There is no such thing as "no risk"
16.         Describe any compensation subjects will receive for participating in the study. Include the timing for payment and any conditions for receipt of such compensation. If extra credit for a course is offered, an alternative non-research activity with equivalent time and effort must also be offered. (Reminder lotteries are not acceptable. If you are to offer compensation remember to ensure compensation is equal to all subjects that complete the study and or opt out of the study*)
17.         The IRB application and the Consent form have multiple matching fields that correlate to one another. Review your IRB application and the consent form(s) to ensure that they match in the various fields that match and correlate to one another. 
Once you reviewed the IRB application and the consent form for its correct correlation fields, select "Yes" to signify that you have reviewed them for their completeness. Select "No" if you have not done so.
18.         Use the DocuSign link from our website to complete the signature page. 
Reminder NO hard copy signatures nor false non certified signatures are accepted.
TAMUK  Research Compliance IRB Assurance Form
Appendix:    Revised Common Rule (Effective January 20th, 2019)
Exempt Categories    45 CFR §46.101
Please read and select the appropriate EXEMPT category and copy/paste it into Section 7 of your IRB Protocol Application. Additional comments are allowed in that section if you feel more explanation can help your reviewer better understand your project.
(1)         Research, conducted in established or commonly accepted educational settings, that specifically involves normal educational practices that are not likely to adversely impact students' opportunity to learn required educational content or the assessment of educators who provide instruction. This includes most research on regular and special education instructional strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
(2)         Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory recording) if at least one of the following criteria is met:
(i)         The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects;
(ii)         Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation; or
(iii)         The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by §46.111(a)(7).
(3)         
(i)         Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection and at least one of the following criteria is met:
(A)         The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects;
(B)         Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation; or
(C)         The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by §46.111(a)(7).
(ii)         For the purpose of this provision, benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the interventions offensive or embarrassing. Provided all such criteria are met, examples of such benign behavioral interventions would include having the subjects play an online game, having them solve puzzles under various noise conditions, or having them decide how to allocate a nominal amount of received cash between themselves and someone else.
(iii)         If the research involves deceiving the subjects regarding the nature or purposes of the research, this exemption is not applicable unless the subject authorizes the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the nature or purposes of the research.
(4)         Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable biospecimens, if at least one of the following criteria is met:
(i)         The identifiable private information or identifiable biospecimens are publicly available;
(ii)         Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects;
(iii)         The research involves only information collection and analysis involving the investigator's use of identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts A and E, for the purposes of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for “public health activities and purposes” as described under 45 CFR 164.512(b); or
(iv)         The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for nonresearch activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with section 208(b) of the E-Government Act of 2002, 44 U.S.C. 3501 note, if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, 5 U.S.C. 552a, and, if applicable, the information used in the research was collected subject to the Paperwork Reduction Act of 1995, 44 U.S.C. 3501 et seq.
(5)         Research and demonstration projects that are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects), and that are designed to study, evaluate, improve, or otherwise examine public benefit or service programs, including procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those programs or procedures, or possible changes in methods or levels of payment for benefits or services under those programs. Such projects include, but are not limited to, internal studies by Federal employees, and studies under contracts or consulting arrangements, cooperative agreements, or grants. Exempt projects also include waivers of otherwise mandatory requirements using authorities such as section 1115 and section 1115A of the Social Security Act, as amended.
(i)         Each Federal department or agency conducting or supporting the research and demonstration projects must establish, on a publicly accessible Federal Web site or in such other manner as the department or agency head may determine, a list of the research and demonstration projects that the Federal department or agency conducts or supports under this provision. The research or demonstration project must be published on this list prior to commencing the research involving human subjects.
(ii)         [Reserved]
(6)         Taste and food quality evaluation and consumer acceptance studies:
(i)         If wholesome foods without additives are consumed, or
(ii)         If a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the 
         Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.
(7)         Storage or maintenance for secondary research for which broad consent is required: Storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research use if an IRB conducts a limited IRB review and makes the determinations required by §46.111(a)(8).
(8)         Secondary research for which broad consent is required: Research involving the use of identifiable private information or identifiable biospecimens for secondary research use, if the following criteria are met:
(i)         Broad consent for the storage, maintenance, and secondary research use of the identifiable private information or identifiable biospecimens was obtained in accordance with §46.116(a)(1) through (4), (a)(6), and (d);
(ii)         Documentation of informed consent or waiver of documentation of consent was obtained in accordance with §46.117;
(iii)         An IRB conducts a limited IRB review and makes the determination required by §46.111(a)(7) and makes the determination that the research to be conducted is within the scope of the broad consent referenced in paragraph (d)(8)(i) of this section; and (iv) The investigator does not include returning individual research results to subjects as part of the study plan. This provision does not prevent an investigator from abiding by any legal requirements to return individual research results.
Expedited Review Categories    45 CFR §46.110 
Please read and select the appropriate EXPEDITED category and copy/paste it into Section 8 of your IRB Protocol Application. Additional comments are allowed in that section if you feel more explanation can help your reviewer better understand your project.
(1)         Clinical studies of drugs and medical devices only when condition (a) or (b) is met.
(a)         Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.)
(b)         Research on medical devices for which:
(i)         an investigational device exemption application (21 CFR Part 812) is not required; or 
(ii)         the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.
(2)         Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:
(a)         from healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or
(b)         from other adults and children [2], considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.
(3)         Prospective collection of biological specimens for research purposes by noninvasive means.Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; (c) permanent teeth if routine patient care indicates a need for extraction; (d) excreta and external secretions (including sweat); (e) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques; (i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected after saline mist nebulization.
(4)         Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)Examples: (a) physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject=s privacy; (b) weighing or testing sensory acuity; (c) magnetic resonance imaging; (d) electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; (e) moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.
(5)         Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis). (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(4). This listing refers only to research that is not exempt.)
(6)         Collection of data from voice, video, digital, or image recordings made for research purposes.
(7)         Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies. (NOTE: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(2) and (b)(3). This listing refers only to research that is not exempt.)
(8)         Continuing review of research previously approved by the convened IRB as follows:
(a)         Where: 
(i)         the research is permanently closed to the enrollment of new subjects; 
(ii)         all subjects have completed all research-related interventions; and 
(iii)         the research remains active only for long-term follow-up of subjects; or
(b)         where no subjects have been enrolled and no additional risks have been identified; or
(c)         where the remaining research activities are limited to data analysis.
(9)         Continuing review of research, not conducted under an investigational new drug application or investigational device exemption where categories two (2) through eight (8) do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified.
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