THE UNIVERSITY OF ALABAMA IN HUNTSVILLE
FORM 1: INSTITUTIONAL REVIEW BOARD APPLICATION
Is this application to extend IRB approval of a previously reviewed and accepted protocol? 

 FORMCHECKBOX 
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 FORMCHECKBOX 
No
Principal Investigator/Study Director Name: 
Status: Faculty  FORMCHECKBOX 


Staff  FORMCHECKBOX 


Studen FORMCHECKBOX 

Department:                             College/Research Center: 

Telephone                                 Email: 

Supervising Faculty Information (if student)
Name: 
Campus Address: 
Telephone:                                  Email : 
Funding: External  FORMCHECKBOX 



Internal FORMCHECKBOX 


Unfunded FORMCHECKBOX 

Title of Study: …….
Purpose of Study:  Academic and work life is often characterized by the need to complete mental tasks that vary in the demand for the limited resources in attention and working memory.  Understanding how these mental stressors respond to outcomes can lead to interventions that can mitigate adverse stress effects before they become chronic.  While the present study falls within basic research in cognition, the areas of educational psychology, industrial-organizational psychology, eventually, health psychology would find the data on foundations of these stressors useful.
State the Hypotheses, Research Question, or Practice Question: We hypothesize that ……….. We expect that ………
Description of Subjects: Subjects (N = 70) will be recruited from the introductory lis course (XX101) subject pool which consists of XX101 General XX, XX 102. Subjects (N = 20) for the pilot study will be recruited from an upper level xx course, XX/XX 400 and 404. Subjects must be 18 or older with no visual impairments given the nature of our visual stimuli. We expect the typical sample to contain majority White (70%), with majority women (60%), and with an average age of 19. 
(Please identify the anticipated sample size and where these subjects will be recruited from. Summarize the subject’s characteristics such as age, sex, race/ethnicity, and health status. If a special population (e.g. children or prisoner) will be included, provide a brief justification, and include form 6 if subjects are under 18 years of age or form 7 if a prisoner. Please note when completing the IRB application forms the use of the term “subjects” is required by federal regulation. However, guidelines provided by other organizations may prefer the term “participant”, you may use the term participant in supportive materials needed for your study. 
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to Descriptions of Subjects here:

(Identify any changes in the anticipated sample size or if there will be a change in where these subjects will be recruited from. If the addition of any special population (e.g. children or prisoner) will be included in this study, provide a brief justification below, and include these changes in form 6 if subjects are under 18 years of age or form 7 if a prisoner. Please disregard if this is a first-time application.)

How Subjects Will Be Selected and Recruited: Subjects will be recruited from the introductory XX pool, a convenience sample composed of students enrolled in (list courses)  Students will volunteer for this study through SONA, a participant management system, that organizes registration and online scheduling for studies in the XX Department. Subjects self-identify by volunteering, as all studies are available to all students in the pool. SONA also provides alternative options for obtaining research credits (e.g., readings or videos with quizzes). Subjects for pilot testing will be recruited from (list courses) via a Canvas Discussion board as an optional opportunity to gain an understanding of stress research, as well as extra credit (5 pts) on an exam. 
RECRUITMENT SCRIPT FOR SONA POOL: [If you are 18 or older, you are invited to participate in an online study presented on Qualtrics that is examining how outcomes affect performance in working memory tasks. You will view a mix of shapes and be asked to recognize a number of them afterwards. We’ll then ask about your experience in the study and also ask for demographic information to ensure we have a representative campus sample.  We want to recruit 70 people for the study this semester, but because the items are shapes, we must exclude anyone without corrected vision.  Time: 30 minutes    Credits: 1    Investigator: xxxxx at xxxxuah.edu.  If you would like to volunteer, please enter your name and email so that we can send you the link to the study.]

RECRUITMENT SCRIPT FOR PY/BYS 437/537 FOR PILOT STUDY: [You are invited to participate in an online study presented on Qualtrics that is examining how outcomes affect performance in working memory tasks. You will view a mix of shapes and be asked to recognize a number of them afterwards. We’ll then ask about your experience in the study and also ask for demographic information to ensure we have a representative campus sample.  We want to recruit a minimum of 20 people for the study, but because the items are shapes, we must exclude anyone without corrected vision.  Time: 30 minutes    Credits: +5 pts on lowest unit exam grade    Investigator: xxxx at xxxxx.  If you would like to volunteer, please enter your name and email so that we can send you the link to the study.]
You must provide the following:
· Summarize methods used to select subjects, selection process  such as random sampling method, snowballing, convenience sampling etc. and how you will get access the population. 

· Please identify the institution, clinic, or site from which subjects are to be recruited. Describe your procedures for identifying and recruiting subjects. Who will give you access to the population.

· How will subjects be identified and by whom? 

· How will initial contact be made with prospective subjects and by whom (include a script if applicable)? 
· Include a recruitment script that you will use to recruit subjects. 

· Please describe all recruitment materials such as flyers, email invitations, student subject pool posting, social media postings, etc. 
· Please include a copy of all recruitment materials in your IRB application, such as flyers, email invitations, student subject pool posting, social media postings, etc. 

· ALL OF THESE MATERIALS MUST BE REVIEWED AND APPROVED BY THE IRB PRIOR TO USE.
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions related to how subjects will be Selected or Recruited here:
·  (Summarize any changes made to how subjects will be selected and recruited. Carefully consider each of the bullet points listed above and if any changes have made from the previously approved protocol in relation to this section explain these changes in sufficient detail. Please disregard if this is a first-time application.)
Background and qualifications of the principal investigator and additional personnel directly involved in the research: List all team members , do not upload CV Copies of certificates can be found in Appendix XXX  .
(Please briefly provide background information on the principal investigator (research background, human subject testing certification, CITI training, etc.) as well as all other researchers involved in the study in any capacity. This information may be attached as separate sheet as needed. Also, include information pertaining to the connection between the principal investigator and recruitment sites.)
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to the qualifications of the principal investigator and additional personnel directly involved in the research here:
 (Provide a brief summary in any changes in the qualifications of the principal investigator as well as all other researchers involved in the study in any capacity. If there have been any additions to the research staff (including undergraduate and graduate assistants) please include documentation of their qualifications (research background, human subject testing certification, CITI training, etc.). If new recruitment or testing sites have been included in this new protocol include information pertaining to the connection between the principal investigator and recruitment sites. Please disregard if this is a first-time application.) 

Description of Procedure: 
· Summarize the process you will ask subjects to follow. 
· Describe in detail what will subjects be asked to do. 
· Provide a copy of the research script if applicable. 
· Briefly describe the setting in which the research will be conducted. 
We will employ a 2 x 2 (Load: High, Low by Incentive: Gain, Loss) mixed-subjects design. This study will be conducted as an online experiment via the Qualtrics survey platform. Load will be manipulated by changing the number of simple irregular polygons the subjects are asked to remember in a working memory task and serve as a within-subjects factor. Load is intended to manipulate cognitive stress, with High Load intended to produce cognitive stress and Low Load intended to produce no or minimal cognitive stress. The polygons are created based on a random point generator and using 14 vertices for each polygon. The Incentive will be manipulated through framing outcomes as either the loss (with incorrect answers) or gain (with correct answers) of points as a between-subjects factor. We will measure accuracy in the working memory tasks using the proportion of correct answers compared to possible correct answers. We will also measure subjects’ perceived task load using the NASA Task Load Index (NASA TLX), that measures perceived demand, performance, and effort with rating scales (1-7). 


To avoid reactivity in participants that would make the data collected invalid, we request a waiver of consent (see attached Form 8) because the full disclosure of the study will occur at debriefing.  Additionally, because this is an online study that relies on an electronic signature from the participant, we request a waiver of written documentation of informed consent (see Form 11 attachment). After volunteering through SONA, the subjects will be sent a link to the Qualtrics file that contains either the Gain or Loss points system.   Subjects first read the procedures in the study labeled as Consent Form (see attached).  After reading the form, subjects can provide voluntary consent by entering their Name, their A number, and date, then selecting the I Accept button.  If they wish to decline, they select the I Decline button which exits the Qualtrics file.  After obtaining voluntary consent, a page instructs subjects to study the array of shapes, choose which ones they recognize, and later complete the NASA TLX. 


The experiment will begin with an explanation of the points system and task instructions before proceeding with 5 practice trials (30 seconds), a fixation cross for 2 seconds, then 2 blocks of 30 trials each. Each trial will consist of a shape array presented for 4 seconds, a 4 second retention interval (i.e., a fixation cross), and an untimed recognition task in which the subject is instructed to choose which polygons were presented in the previous array. There will be a 1 second fixation cross presented between each trial. Subjects are asked to remember 1 polygon in the Low Load condition and the number determined in pilot testing (i.e., either 3 or 4) in the High Load condition. Each subject will be presented with one block of each Load condition, counterbalanced for which block will be presented first. At the end of each block, an untimed page containing the NASA TLX rating scales will appear. During the inter-block interval, a page will appear that instructs the subject to provide definitions for 15 words, with no penalty or reward, as a distractor task (1 minute). A fixation cross will be presented for 2 seconds before and after the distractor task. After both blocks are complete, subjects will respond to manipulation check questions regarding potential gain/loss of points and strategies used for shape recognition and memory. Subjects voluntarily enter demographic information by self-identifying gender, age, and race/ethnicity. Finally, a page will appear with virtual prizes that participants can select depending on their score (e.g., balloons, fireworks, a flower bouquet, a gold trophy, a cute animal picture). The file ends with a debriefing page as shown in the script that follows. We will conduct a pilot study to determine the number of polygons (i.e., 3 or 4) subjects are asked to remember for the High Load condition. The procedure will only differ from the experimental study in the number of polygons subjects are asked to remember. After downloading the Qualtrics file, the PI separates the Consent Form sheet that contains personally identifiable information from the rest of the data and stores that on a password protected office computer. After assigning experimental numbers for each case, the experimental data will be collated for analysis. Results from this experiment will be used for presentations at conferences and a published research report. 

The research session script reads as follows minus the consent form: [Thank you for participating in the study.  We are studying how outcomes affect performance in working memory tasks. You will start this study with 0 (Gain condition) OR 1200 (Loss condition) points. Throughout the study, you will gain 10 points for every correct answer (Gain condition) OR lose 10 points for every incorrect answer (Loss condition). At the end of the study, you will have the opportunity to spend your points on virtual prizes. First, you will be presented with 5 practice trials. These practice trials are exactly the same as the study trials, except they don’t contain the same shapes as those in the study trials. In the practice trials that follow, you’ll be shown an array of 6 shapes to remember. Then, you’ll be presented with a different selection of shapes and asked to choose which 2 you recognize from the previous array. If you’re ready to go to the practice trials, please select the blue arrow. (Practice trials begin then stop at new instruction page.) Now that you have completed the practice trials, we will proceed to the study trials. In the trials that follow, you’ll be shown an array of 6 shapes to remember. Then, you’ll be presented with a different selection of shapes and asked to choose which shape (Low Load) OR 3/4 shapes (High Load) you recognize from the previous array. Once you have completed all 30 trials, we’ll give you more instructions. If you’re ready to go to the study trials, please select the blue arrow. (Experimental block one proceeds then stops at a new instruction page.) Now please rate your experience with the first set of study trials. Once you are done, select the blue arrow to proceed to the next page. (NASA TLX scales then fixation cross appears before a new instruction page.) Please enter the definition for as many words as you can in 1 minute. These answers have no effect on your score. Select the blue button to begin. (Distractor task ends at 1 minute for fixation cross then new instruction page.) In the study trials that follow, you’ll be shown an array of 6 shapes to remember. Then, you’ll be presented with a different selection of shapes and asked to choose which shape (Low Load) OR 3 shapes (High Load) you recognize from the previous array. Once you have completed all 30 trials, we’ll give you more instructions. If you’re ready to go to the study trials, please select the blue arrow. (Experimental block two proceeds then stops at a new instruction page.) Now please rate your experience with the second set of study trials. Once you are done, please select the blue arrow to proceed to the next page.  (NASA TLX scales then proceed to Manipulation Check Questions page.) We want feedback on your experience with this study. Please answer the questions on this page. Once you are done, please select the blue arrow to proceed to the next page. (Proceed to Demographics questions.)  Responding to these demographic questions helps us gain a better understanding of our sample and ensuring representation, especially to address potential bias. We appreciate your responses. Once you are done, please select the blue arrow to proceed to the next page. (Prize selection page appears.) Listed below are descriptions of each virtual prize and its corresponding point value; select which prize you would like below. (Page containing selected prize appears.) Once you are done enjoying your prize, please select the blue arrow to proceed to the final page. (Debriefing page appears.) 
DEBRIEFING:  Thank you for participating in our study. You have earned 1 research credit for completing the study. You were presented with two working memory tasks of different difficulties and either a penalty (lose points for incorrect answers) or reward (gain points for correct answers) so that we could study how cognitive stress and incentive affect task accuracy and perception of workload. We appreciate your cooperation in keeping these details confidential so that we can continue to get clean data.  We remind you that your confidentiality is assured because we remove personally identifiable information from the data file and assign each data case an experimental number instead. If you want to withdraw your data from this use, select the I Decline button. If you have any questions regarding the study, please contact xxxx@uah.edu. Thank you for your time; please close your browser now. 
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to Procedures here:
 (Summarize any changes to the process you will ask subjects to follow. Are there any changes to what subjects will be asked to do? Provide a copy of the research script with any edits if applicable. Briefly describe any changes in the setting in which the research will be conducted. Please disregard if this is a first-time application.) 

Instrumentation (if applicable): The stimuli are randomized in two Qualtrics files to present High Load and Low Load working memory tasks with either a Gain or Loss Incentive. The working memory tasks each consist of a study array and a recognition array, both consisting of 6 simple, irregular polygons created using a random generator (https://observablehq.com/@tarte0/generate-random-simple-polygon). The polygons are generated from 14 random points that are connected such that none of the lines cross and each point becomes a vertex. All polygons are dark gray with a black outline against a white background. Polygons are drawn and formatted so that the larger dimension (i.e., height or width) is 7.3 in and the other dimension is no smaller 6.2 in, centered on a 7.5 in by 7.5 in square background. Then, the 7.5 in by 7.5 in squares will be scaled to 2.5 in by 2.5 in and arranged into arrays that are 7.3 in by 11.3 in, with the centers of polygons no less than 3.5 in from each other. Each study array is randomized from a bank of 20 polygons, with no repeat arrays. Each recognition array is generated using the specified number of polygons from the study array (1 or 3) and the rest are selected at random. Positions of polygons in all arrays are randomized. The practice trials are the same, except commonly recognizable shapes are used instead of irregular polygons. The same randomized arrays and trial sequences are used for all participants. Half of the participants will receive the file with the Gain points system, and the other half will receive the file with the Loss points system. In both points systems, each answer is worth 10 points, for a total point value of 1200. In the Gain condition, subjects start with 0 points and each correct answer adds 10 points to their score. In the Loss condition, subjects start with 1200 points and each incorrect answer takes away 10 points from their score. The trial sequence begins with a shape array presented for 4 seconds followed by a fixation cross for 4 seconds. The response page immediately follows the fixation cross and has no time limit but contains a recognition array during which subjects are asked to choose the specified number (1 or 3/4) of shapes they recognize from the previous array. After each experimental block, an untimed page containing the NASA TLX rating scales (1-7) will appear for subjects to rate the workload of the prior task. The distractor task (1 minute) contains 15 words to define. The manipulation check questions include four open-ended response regarding potential gain/loss of points and strategies used for shape recognition and memory. The demographic questions are open-ended for Race/Ethnicity, Gender, and Age. The virtual prizes include balloons, fireworks, a flower bouquet, a gold trophy, cute animal pictures. See Materials Appendix for details.
· Describe all materials such as questionnaires, surveys, cognitive tests, any and all designed materials or measures, equipment, etc. to be used in the study,
·  Provide a brief explanation for their use. 
· Attach a copy of these materials with your application

FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to Instruments here:
 (Describe all materials such as questionnaires, surveys, cognitive tests, any and all designed materials or measures, equipment, etc. that has been added that is to be used in the study, and provide a brief explanation for their use. Attach a copy of these materials with your application. Please disregard if this is a first-time application.)
Duration of Study

a. Total amount of time with each subject: 30 min

b. Time to complete study: 1 year
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions here:
a) Revision to the Total amount of time with each subject:      
b) Time to complete study:      
Benefit(s) of the Study: The subjects in the study will benefit by learning how they respond to different levels of cognitive stress. The subjects in the pilot study will have the opportunity to apply the content of coursework. Benefits to science and society include insight into effects of cognitive stress and incentive type on working memory and perceived workload. 
(Summarize any potential benefits to include physical, psychological, social, economic, and/or legal. These benefits are to be included in consent form as well. Describe potential benefits/significance of the study to science or society. ) Benefits do not include incentives and compensation for participation in the study, see below. 
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to Benefits here: Please disregard if this is a first-time application.
Incentives and compensation: Subjects will receive 1 research credit as a student who is part of the Introductory XX subject pool. Subjects in the pilot study will receive 5 points of extra credit on an exam. 
· Summarize the incentives for participation in the research for example gaining an insight into research, etc. 
· Summarize the compensation that will be received for participating in the research (for example research credit hours for students, monetary incentives for non-students, etc.).
*Financial Compensation options include:

1. A PI may choose to offer an incentive to all subjects equally, but, if so, the compensation must be reasonable and not so high as to be coercive.
2. A PI may choose to not offer any incentives for participating in the study.
3. If the PI does want to offer an incentive but cannot offer an incentive to subject, this option may be more suitable: 

· A PI will require subjects to answer a qualifying question to be eligible to be entered into a drawing, and if the subjects answers the question correctly, their names would be entered into a drawing for an incentive.  (Please note the subjects may select not to enter into the drawing and would not be penalized for opting out of this opportunity for an incentive. Also note, the qualifying question can be any question of the PI's choosing)
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to Incentives and Compensation here:
 (Summarize any changes in the incentives for participation in the research. If there are any changes in compensation please summarize this below. Please disregard if this is a first-time application.)
Possible Risks to Subject(s) and Precautions Taken to Avoid Risks: There is a minor risk for photosensitive subjects as a computer monitor is used to administer Qualtrics surveys, but the 30 minute time frame is no longer than typical screen exposure from academic coursework. There is also minor risk from the induction of cognitive stress, but these tasks are within the boundaries of challenging coursework. 
· Summarize any potential risks to include physical, psychological, social, economic, and/or legal. 
· These risks are to be included in consent form as well.

For Biological studies only:  the study must be submitted and approved by the Biosafety Officer at The University Environmental Health and Safety Committee before submission to the IRB. Call 256-824-6053 or Email: https://www.uah.edu/oehs/contact 
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to possible risks and precautions here:
 (summarize any additional potential risks including physical, psychological, social, economic, and/or legal. These additional risks are to be included in a revised consent form. Please disregard if this is a first-time application.)

How You Will Ensure Confidentiality/Anonymity: Once files are downloaded from Qualtrics, we separate the Consent Form information as well as IP Address from the data files in order to ensure confidentiality.  We then store the Consent Form information on a password protected computer and after 3 years, that file will be deleted. To further protect confidentiality, the pruned data files will then be coded with experimental numbers for each case reflecting a different subject. 
· Summarize provisions to protect privacy interests and the method for securely collecting, storing the data.

· Summarize the disposal of research data. 
· Describe how confidentiality will be assured?
Procedures for Attaining Informed Consent or Assent: 
Describe the procedures to be used to obtain consent, the circumstances under which consent will be sought and obtained, the timing of obtainment: 

· Will there be a delay between obtaining consent and actual participation in the research?

· Which research personnel will obtain consent (please provide personnel qualifications as requested above)? 

· What steps will be taken to minimize the possibility of coercion and/or undue influence? 

· If the study involves minors (under the age of 18) describe the procedure to obtain assent and how it will be documented. Also include how parental permission for the participation of minors will be obtained and documented. See Form 10 Youth Assent Form and Youth/Guardian Consent Form.
· Describe any and all procedures for reobtaining informed consent/assent (for example, in studies involving multiple sessions and how it will be documented.)
No minors will be recruited for this study.  Even after volunteering on SONA, the participant management system, and receiving an email with the Qualtrics link, the subject can decline after reading the consent form.  The online survey platform, Qualtrics, presents the consent form to the subject for electronic submission of consent at the subject’s convenience and in the subject’s chosen environment.  There is no physical interaction between the subject and the PI as the study is online.  The Consent Form page presents the consent form, then requests the subject’s name, A number, and date.  We instruct the subject to select either I Accept to proceed with the study or to select I Decline if the subject wants to withdraw to exit Qualtrics. Upon accepting to continue with the study, the experiment immediately commences.  The subject can withdraw from the study at any time by closing the web browser.  After debriefing, subjects are offered a final opportunity to Decline use of their data.
FOR REVISIONS TO APPROVED STUDIES ONLY: 
Complete the section below ONLY if there are revisions since the last IRB approval or exemption. Describe any changes/revisions to Obtaining Informed Consent of Assent here:
· (Summarize any changes made to the procedure for attaining informed consent or assent. Carefully consider each of the bullet points listed above and if any changes have made from the previously approved protocol in relation to this section explain these changes in sufficient detail. Please disregard if this is a first-time application.)
Documentation of Informed Consent by Subject(s) Attached?  Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Documentation of all study personnel qualification(s) as stated above attached? 

Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

Are copies of all materials as stated above attached? Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


http://www.hhs.gov/ohrp/policy/consentckls.html, http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html#c11, or http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html#c10.)
INVESTIGATOR ASSURANCE STATEMENT & SIGNATURE

By my signature as Principal Investigator, I acknowledge my responsibilities for this Human Subjects Study and affirm that: 

· I have reviewed and will comply with the Belmont Report: http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html,
· I have reviewed and will comply with informed consent regulations:  http://www.hhs.gov/ohrp/policy/consent/index.html 

· I will report (and will instruct other key personnel to report) adverse or unanticipated problems to chair of the IRB, 256-824-6100 or irb@uah.edu : http://www.hhs.gov/ohrp/policy/advevntguid.html
· I have reviewed and acknowledge the Investigator Responsibilities: http://answers.hhs.gov/ohrp/categories/1567.
· I will not modify the protocol unless (a) the IRB has approved changes prior to implementation or (b) it is necessary to eliminate an apparent, immediate hazard to a subject(s); 

· I will verify that all personnel are licensed/credentialed for the procedures they will be performing, if applicable;

· I will apply for continuing review of the protocol at least annually unless directed by the IRB to apply more frequently; 

· I understand I may be audited;

· I will conduct the protocol as represented here and in compliance with IRB determinations and all applicable local, state, and federal law and regulations; and will provide the IRB with all information necessary to review the protocol; and will refrain from protocol activities until receipt of formal IRB approval. 

CONFLICT OF INTEREST ACKNOWLEDGMENT

Federal Guidelines require assurances that there are no conflicts of interest in research projects that could affect the welfare of human subjects. If this study presents a potential conflict of interest, additional information will need to be provided to the IRB. Examples of potential conflicts of interest in research involving human subjects may include, but are not limited to:

• A researcher or family member participates in research on a technology, process or product owned by a business in which the faculty member holds a

financial interest.

• A researcher or family member participates in research on a technology, process or product developed by that researcher.

• A researcher or family member has a financial or other business interest in an entity which is supplying funding, materials, products, or equipment for the current research project.

• A research or family member serves on the Board of Directors of a business which is supplying funding, materials, products, or equipment for the current research project.

• A researcher receives consulting income from an entity that is funding the current research project.

Do any members of the study team, or any of their family members, have a financial or other business interest in the source(s) of funding, materials, or equipment

related to this research study? 

Yes  FORMCHECKBOX 
 No FORMCHECKBOX 

If you answered yes, contact the IRB Chair.
“Family Members” is defined to include spouse or any dependent. “Dependent” is any person, regardless of his or her legal residence or domicile, who receives 50 percent or more of his or her support from the Investigator or his or her spouse or who resided with the Investigator for more than 180 days during the reporting period. 
Signature:    




Date:  Supervising Faculty Signature (if student):_ _Date: _
This signature acknowledges I am the Principal Investigator and/or Supervising Faculty.

Consent Form: Shaping Your Memory
[Note: presented as page on Qualtrics survey platform]
You are invited to participate in a research study about how outcomes affect people’s performance in memory tasks. This study is designed to help us better understand how working memory functions. We hope to recruit 70 people who are aged 18 or over with corrected vision for this study.
KEY INFORMATION: 
This form seeks your consent to participate in research. Your participation is voluntary. The research is evaluating how motivation influences working memory. You are asked to study an array of shapes, then choose the shapes you remember. You are also asked to answer questions about your experience with the tasks, experience in the study, and demographic characteristics. The experiment will take up to 30 minutes to complete. 
The primary investigator is xxx at xxxx@uah.edu from the xxxx Department at UAH 

PROCEDURE TO BE FOLLOWED IN THE STUDY: Participation in this study is completely voluntary and delivered online via Qualtrics. Once consent is given electronically, you’ll be asked to study a series of shape arrays then choose the shapes you remember from those arrays. After 30 trials, you will be asked to rate your experience with the task. We’ll then ask you to define 15 words with a 1 minute time limit where guessing is not penalized. We’ll then present another set of 30 trials with the shapes before you’re asked to rate your experience with the task again. We’ll end with a few questions regarding your experience in the study and ask for demographic characteristics so that we can describe our participant sample. Finally, you get to select a ‘virtual prize’ with your points earned in the task.  The experiment will take up to 30 minutes to complete. 

DISCOMFORTS AND RISKS FROM PARTICIPATING IN THIS STUDY: There is a minor risk if you are sensitive to computer light exposure, but this study will not take much more time than regular coursework. There is also a minor risk if you are sensitive to cognitive stress, but this study should be no more challenging than coursework.
EXPECTED BENEFITS:  You will learn about your own working memory ability. Benefits to science and society include insight into effects of incentive on working memory. Please see the section below for incentives and compensation for participation in this study. 

INCENTIVES AND COMPENSATION FOR PARTICIPATION: You will earn 1 research credit as a student enrolled in an introductory psychology course. You also have the option of reading articles and taking quizzes as listed on SONA when they are available if you choose to not participate in this study.
CONFIDENTIALITY OF RESULTS:  Participant numbers will be used to record your data, and these numbers will be made available only to those researchers directly involved with this study, thereby ensuring strict confidentiality. Your personally identifiable information on the Consent Form sheet will be removed from the downloaded Qualtrics file then kept on a password protected computer. This consent form file will be destroyed after 3 years. The data from your session will only be released to those individuals who are directly involved in the research and only using the experiment number.
FREEDOM TO WITHDRAW:  You are free to withdraw from the study at any time.  You will not be penalized because of withdrawal in any form.  Investigators reserve the right to remove any participant from the session without regard to the participant’s consent.

CONTACT INFORMATION: If you have any questions, please ask them now. If you have questions later on, you may contact the Principal Investigator xxxx, in xxxx at xx@uah.edu or the faculty supervisor xxxx, or at xxx@uah.edu. If you have questions about your rights as a research participant, or concerns or complaints about the research, you may contact the Office of the IRB (IRB) at 256.824.6992 or email the IRB chair Dr. Ann Bianchi at irb@uah.edu.

This study was approved by the Institutional Review Board at UAH and will expire in one year from <date of IRB approval>. 

Please enter your name (serves as electronic signature), A Number, and Date in the slots below.
Name [                                 ]

A Number [                          ]  
Date [               ]

Select the box that you prefer to show your voluntary consent or decline to exit the study.

I accept participation in this study. [   ]
I decline participation in this study. [   ]

PI: CITI Certificates
MATERIALS APPENDIX
Demographic Questions
1. What is your gender? __________
2. What is your age? __________

3. What is your race/ethnicity? __________
[image: image1.png]‘THE UNIVERSITY OF ALABAMA IN HUNTSVILLE
FORM 8 Request to Waive Informed Consent

Instructions: I MS Word, ighight the shaded underiined box and replace with your ext.
Double-click checkbares to heck/uncheck.

fyou need to waive the requirement for informed consent fo reasons other than exemption,
Please check the condition that applies to you, and provide a brief explanation justifying your
choice. (fyou are providing informed consent, you may skip this section.)

[ The research s a) conducted by o approved by state or local government officials with the
purpose of studying and evaluation public benefit or service programs, procedures for obtaining
benefits or services under those programs, possible changes in, or alternatives to those programs

or procedures, possible changes i those programs, or possible changes in levels of pay for
benefits under those services; and (b) the research could not be carried out without the waiver of

consent or ateration of consent requirements.

Research involves no more than minimal risk to subject and could not be carried out without the
‘waiver of consent. In this case, waiver of consent cannot aversely affect the rights or welfare of
Subjects, and subjects should be provided with additional pertinent information after

participation.

Justification

[Revealing the true purpose of this study would induce participan reactivity, invaiidating the
ata collected from them. The true purpose and manipulations are revealed

ptses ot




THE UNIVERSITY OF ALABAMA in HUNTSVILLE
FORM 11:   Request for Waiver of Written Documentation of Informed Consent

Directions: Address the criteria listed below and attach this form to your application. Also, state in your application that you are requesting a waiver of written documentation of informed consent and describe what you will do to obtain consent in the procedure section of your application. The IRB often requires investigators to provide participants with a written information statement about the research when written documentation is waived; you may wish to include one in your initial application. 
NOTE that the UAH IRB does not allow passive consent .
(1) The only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality; subjects must be asked whether they  want documentation linking themselves to the project or not (and the participants’ wishes will prevail);            OR

 (2) The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context. 

The research presents a minor risk for photosensitive subjects, but the 30 minute time frame is no longer than typical screen exposure from academic coursework. There is also minor risk from the induction of cognitive stress, but these tasks are within the boundaries of challenging coursework. 
NOTE:  The first criterion is not included in FDA. The second is in both FDA and HHS regulations, 21 CFR 56.109 (c).  In cases where documentation is waived, the IRB may require PIs to provide subjects with a written statement about the research. 
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