Getting Started with IRB, Spring 2026 Workshop Recording Transcript

1
00:00:01.960 --> 00:00:08.179
Wesley Kapp: And, I'll just introduce Morgan. This is Morgan Coyle. He is, with…

2
00:00:08.340 --> 00:00:21.059
Wesley Kapp: I guess… I don't know if your title changed a little bit, but your IRB coordinator, and he reviews the, IRBs that come in to make sure that they meet the standards and everything.

3
00:00:21.510 --> 00:00:22.380
Wesley Kapp: Yeah, thanks.

4
00:00:22.380 --> 00:00:37.280
Morgan Coyle: Yep. Thank you so much for that introduction, Wesley. Since we've got a small group today, I want to make sure that you get the most out of it that you can, so please feel free to unmute and jump in with questions, or pop things in the chat.

5
00:00:37.280 --> 00:00:43.869
Morgan Coyle: Anything you want to ask me about, like, at any point in the presentation, please feel free. I love…

6
00:00:43.900 --> 00:00:56.119
Morgan Coyle: answering any questions you have and, like, interacting with people who come to my workshops. I also have, like, dedicated time at the end to, ask questions that didn't… that may not have felt relevant during the presentation.

7
00:00:56.380 --> 00:00:59.040
Morgan Coyle: So…

8
00:00:59.440 --> 00:01:18.359
Morgan Coyle: Okay, I'm gonna start with going over what the IRB and the IRB office are, and what the difference is between them, because they're often conflated. So, IRB stands for Institutional Review Board, and this is the committee which reviews proposals for research with human subjects to ensure that

9
00:01:18.360 --> 00:01:25.860
Morgan Coyle: Research with human subjects at App State is conducted ethically and in compliance with applicable laws, regulations, and policies.

10
00:01:26.120 --> 00:01:34.389
Morgan Coyle: The IRB office, on the other hand, is a separate entity which exists to provide support to the IRB

11
00:01:34.420 --> 00:01:48.979
Morgan Coyle: and to anyone conducting human subjects research at App State. So, whenever you email irb@appstate.edu, you get the IRB office, and we coordinate IRB reviews, as well as conducting exempt reviews.

12
00:01:49.740 --> 00:01:53.710
Morgan Coyle: So, when is IRB review or exemption required?

13
00:01:53.880 --> 00:02:10.920
Morgan Coyle: Any human subjects research project conducted by an agent of App State, including for the purpose of completing a graduate thesis, must be submitted for review and receive either approval from the IRB or an exemption determination from the IRB office

14
00:02:10.979 --> 00:02:16.160
Morgan Coyle: Prior to involving human subjects in any capacity, including recruitment.

15
00:02:18.160 --> 00:02:26.740
Morgan Coyle: So in order for a project to be human subjects research, it has to meet two definitions. And these are the federal definition of research.

16
00:02:26.780 --> 00:02:41.439
Morgan Coyle: and then human subjects, as defined in the federal regulations. So, in brief, research is considered to be a systematic investigation designed to develop or contribute to generalizable knowledge.

17
00:02:41.650 --> 00:02:57.609
Morgan Coyle: And human subjects include any living individual about whom an investigator either, uses, studies, analyzes, or generates identifiable private information, or identifiable biospecimens.

18
00:02:57.780 --> 00:02:58.880
Morgan Coyle: or…

19
00:02:59.000 --> 00:03:18.820
Morgan Coyle: any living individual about whom an investigator conducting research, obtains information or biospecimens through interaction, or intervention, and then uses studies, analyzes it. So, the important thing to know here is human subjects include both

20
00:03:18.890 --> 00:03:27.820
Morgan Coyle: Anyone who you collect research data about, through interaction, whether or not that data is identifiable.

21
00:03:28.300 --> 00:03:37.350
Morgan Coyle: And anyone, about whom you have data for research purposes, even if it was not collected through interaction.

22
00:03:37.410 --> 00:03:53.499
Morgan Coyle: If that data is identifiable. So I'll go over these a little bit more in, like, these definitions are pretty nuanced, and it can be hard to understand what they mean, so I made this little flow chart to walk you through how we think about these definitions.

23
00:03:54.890 --> 00:04:03.949
Morgan Coyle: Basically, the first question that you'll ask yourself is whether or not your project is designed to develop or contribute to generalizable knowledge.

24
00:04:03.960 --> 00:04:23.720
Morgan Coyle: This means that you intend to draw conclusions that extend beyond the specific individuals being studied. For instance, like, a, a biography would not be considered human subjects research because it focuses directly on the individual, and it isn't drawing any generalizable conclusions.

25
00:04:23.990 --> 00:04:40.550
Morgan Coyle: And then, if the answer is yes to, contributing, wanting to contribute to generalizable knowledge, then the next two lines sort of help parse out whether or not, your study involves human subjects, as defined in the federal regulations.

26
00:04:40.760 --> 00:04:55.349
Morgan Coyle: And then, finally, the last two questions in the flowchart are aimed to filter out projects that we don't consider to be aimed at contributing to generalizable knowledge, meaning that they don't meet the definition of research.

27
00:04:55.580 --> 00:05:14.929
Morgan Coyle: So, the fourth line is for projects that focus specifically on the individuals about whom the information is collected, so this could be biography, this could be journalism, this could be literary criticism, oral history, etc. And then the fifth line is for,

28
00:05:15.300 --> 00:05:32.010
Morgan Coyle: program improvement and internal operations procedures, such as, for instance, occasionally you'll get surveys from App State to help improve programming at App State. That is not considered to be research, because they are only using that information to improve programs at App State.

29
00:05:32.010 --> 00:05:35.979
Morgan Coyle: And they are not going to draw any conclusions to extend,

30
00:05:36.190 --> 00:05:39.490
Morgan Coyle: To other universities or other programs.

31
00:05:39.550 --> 00:05:47.800
Morgan Coyle: So, this is… we encourage you to not make the determination of whether or not it's human subjects research on your own.

32
00:05:47.800 --> 00:06:03.610
Morgan Coyle: If you are unsure of whether your thesis involves research with human subjects, please reach out to us, and we'll be happy to, like, sit down and meet with you about your project, or discuss over email, or review a submission.

33
00:06:03.630 --> 00:06:15.150
Morgan Coyle: So anytime, if you're… if you are not sure whether or not IRB reviewer exemption might be required, please reach out to us so that we can help you make that determination.

34
00:06:17.680 --> 00:06:31.099
Morgan Coyle: And importantly, and I will emphasize this many times throughout the presentation, because this is the most important thing to take away, you cannot begin any research procedures with human subjects until you have received that official approval or exemption letter.

35
00:06:31.200 --> 00:06:37.810
Morgan Coyle: And this includes recruitment, consent, obtaining identifiable information for analysis.

36
00:06:37.810 --> 00:06:56.199
Morgan Coyle: Conducting surveys, interviews, any interaction with human subjects for research purposes, or any interaction with their data for research purposes, cannot begin until you receive an official letter saying that you are approved, or that the IRB office has determined the project to be exempt.

37
00:06:57.200 --> 00:07:02.709
Morgan Coyle: So you've heard me mention approval and exemption,

38
00:07:03.410 --> 00:07:07.320
Morgan Coyle: These mean, for your purposes, these mean basically the same thing.

39
00:07:08.250 --> 00:07:22.679
Morgan Coyle: The term exemption is a little bit confusing, so I created this sort of diagram to explain what human subjects research means at App State, and what the different review levels are versus what it isn't.

40
00:07:22.680 --> 00:07:28.550
Morgan Coyle: So, exempt review is a form of, review of human subjects research.

41
00:07:28.700 --> 00:07:30.940
Morgan Coyle: Both exempt and

42
00:07:31.030 --> 00:07:42.729
Morgan Coyle: Expedited review, occur for human subjects research projects that are minimal risk and meet certain requirements that are, like, fall within certain categories set by the federal government.

43
00:07:42.740 --> 00:07:57.280
Morgan Coyle: that permit review at that level. What the term exempt means is that it is exempt from certain requirements of the Common Rule, which is the regulations that govern human subjects research. What it does not mean

44
00:07:57.610 --> 00:08:02.010
Morgan Coyle: is… it does not mean that you don't require a review.

45
00:08:02.180 --> 00:08:13.510
Morgan Coyle: exempt research is still subject to App State policy and procedures, and still cannot begin, like, it cannot begin until you've received an official exemption determination.

46
00:08:13.800 --> 00:08:15.970
Morgan Coyle: So…

47
00:08:16.240 --> 00:08:30.260
Morgan Coyle: generally speaking, for graduate research, you will be very likely either, exempt or expedited. It is very rare for a graduate student to submit a study that requires full board review.

48
00:08:30.260 --> 00:08:38.380
Morgan Coyle: And typically, if your study is going to require full board review, this is something that your faculty advisor will be aware of and will guide you through the process.

49
00:08:40.530 --> 00:08:48.080
Morgan Coyle: And then, there is also a category which may be relevant to you, and this is not human subjects research.

50
00:08:48.120 --> 00:09:03.920
Morgan Coyle: So, not human subjects research means that the IRB and the IRB office do not have purview over that project. Like, we cannot tell you how to conduct it. However, we can issue a letter in our system saying that this is not human subjects research.

51
00:09:03.920 --> 00:09:12.999
Morgan Coyle: And we do recommend that you submit to us if you're unsure, and get an official letter saying that it's not human subjects research before starting your project.

52
00:09:13.000 --> 00:09:20.149
Morgan Coyle: If you are conducting procedures that may look like human subjects research, such as oral history or biography projects.

53
00:09:20.350 --> 00:09:25.899
Morgan Coyle: So, like, when in doubt, like, submit to us and wait for a determination letter.

54
00:09:26.040 --> 00:09:32.059
Morgan Coyle: Do you guys have any questions about review categories before I move on? I know that this is a lot of information.

55
00:09:36.290 --> 00:09:37.010
Morgan Coyle: Okay.

56
00:09:37.930 --> 00:09:46.270
Morgan Coyle: So now I'm going to, provide an overview of what the IRB process looks like for graduate theses.

57
00:09:46.450 --> 00:10:03.019
Morgan Coyle: So the process starts out with the preparation phase. This includes conducting your literature review, designing your research materials, sorry, designing your research procedures, and creating your research materials. During this stage of the process.

58
00:10:03.160 --> 00:10:22.580
Morgan Coyle: you should complete the required CITI Training, as the accepted training programs provide very helpful information about IRB requirements and ethical conduct of research, which can assist you in designing high-quality ethical research, that will more easily pass through the review process.

59
00:10:22.650 --> 00:10:27.440
Morgan Coyle: Information about CITI Training can be found on the IRB Training webpage.

60
00:10:27.590 --> 00:10:41.900
Morgan Coyle: I also encourage you to, during this stage, consider scheduling a meeting with myself or another member of IRB staff to discuss your proposed project, so that we can help point you in the right direction.

61
00:10:41.980 --> 00:10:58.500
Morgan Coyle: and identify important considerations for you to keep in mind when drafting the application. Please be aware, though, in all correspondence with the IRB office, including pre-submission consultations, we require that your faculty advisor is CC'd or is present.

62
00:10:58.570 --> 00:11:07.830
Morgan Coyle: This is to make sure that they're aware of everything that we're telling you, and that you're getting, like, the appropriate oversight and, assistance with your application process.

63
00:11:08.050 --> 00:11:21.059
Morgan Coyle: But we are available to talk throughout the process, and we are happy to help you at any point in the process, whether that is when you're just thinking about your project, or when you are actually undergoing review.

64
00:11:22.040 --> 00:11:33.819
Morgan Coyle: Following the preparation stage is the application stage. This is where you will fill out and submit your IRB application in our system, which is the Cayuse Human Ethics product.

65
00:11:34.000 --> 00:11:51.990
Morgan Coyle: All initial applications, including those for non-human subjects research, are generated from the same electronic form. The form that we use is a smart form, meaning that it populates with additional questions and sections depending on how you answer certain initial screening questions.

66
00:11:52.120 --> 00:11:59.349
Morgan Coyle: This ensures that we gather the information that is relevant to your particular research and the procedures you are conducting.

67
00:12:01.060 --> 00:12:10.019
Morgan Coyle: You will need to list your faculty advisor as the principal investigator, on your application, and you will need to list yourself as personnel.

68
00:12:10.340 --> 00:12:22.639
Morgan Coyle: You will also need to list anyone, who will conduct the following three procedures as personnel on the application as well. And these procedures are obtaining informed consent,

69
00:12:22.780 --> 00:12:29.970
Morgan Coyle: Interacting or interacting with, intervening with, or observing research participants.

70
00:12:30.150 --> 00:12:33.749
Morgan Coyle: And, three…

71
00:12:34.230 --> 00:12:46.579
Morgan Coyle: accessing identifiable private information or identifiable biospecimens for research purposes. Anyone who is doing any of that needs to be listed on the IRB application and will require CITI Training as well.

72
00:12:46.850 --> 00:12:51.829
Morgan Coyle: And then finally, before you submit the application, please proofread it.

73
00:12:52.270 --> 00:13:04.720
Morgan Coyle: And please ensure that your faculty reviser advisor has reviewed it as well, to ensure accuracy and completeness, because even minor typos can hold up the review process.

74
00:13:04.880 --> 00:13:14.759
Morgan Coyle: And as I'll mention later on, your faculty advisor is required to review and certify the submission before we receive it. So that is not optional.

75
00:13:14.940 --> 00:13:22.720
Morgan Coyle: Once we receive your application for review, the review stage begins.

76
00:13:22.720 --> 00:13:40.630
Morgan Coyle: Your application first undergoes what we call a technical review. This is where I or another member of the IRB office will review your application for, completeness and identify any preliminary concerns that need to be cleared up before we schedule further review.

77
00:13:40.800 --> 00:13:48.019
Morgan Coyle: This typically involves sending back the application with requests for clarification or changes.

78
00:13:48.380 --> 00:13:58.680
Morgan Coyle: After the technical review process is complete and the study is ready for official review, exempt applications are reviewed on a rolling basis by IRB office staff.

79
00:13:58.720 --> 00:14:13.079
Morgan Coyle: And then non-exempt applications, which are expedited and full board applications, are scheduled for review either by a subcommittee of IRB members for expedited applications, or by the full convened board for full board applications.

80
00:14:13.290 --> 00:14:20.199
Morgan Coyle: This typically also involves sending back requests for clarifications and changes.

81
00:14:21.010 --> 00:14:38.630
Morgan Coyle: Finally, once all stipulations have been met, and the study is ready for official approval or exemption, we will issue a letter through our electronic system to your email. This finalizes the application, and gives you permission to proceed with the procedures described.

82
00:14:38.660 --> 00:14:47.859
Morgan Coyle: Again, please be aware that you cannot begin any procedures until you receive this official notification of approval or exemption.

83
00:14:48.500 --> 00:15:04.380
Morgan Coyle: And then, finally, there are post-approval considerations. So even once you've finished with the initial IRB process, your research still, like, you, you are still required to maintain compliance with the approved protocol.

84
00:15:04.510 --> 00:15:19.440
Morgan Coyle: And if you want to make any changes to your research at any point, you must submit a modification request for review, and then you must wait for approval or exemption for this modification before you implement any of the changes.

85
00:15:19.730 --> 00:15:38.170
Morgan Coyle: Additionally, if you will… if you end up, deviating from your approved protocol for any reason, whether this is by accident or in order to protect participant safety, you must inform the IRB office of this as soon as possible, so that we can help you with updating your protocol and getting you back in compliance.

86
00:15:38.340 --> 00:15:45.440
Morgan Coyle: on… Along those lines, if you encounter any unanticipated problems or adverse events.

87
00:15:45.440 --> 00:16:05.709
Morgan Coyle: Where participants are harmed or exposed to risk that was either, like, unforeseen or at a magnitude that was unforeseen, reach out to us immediately, and we will help you, make changes to your study if needed, or submit the appropriate documentation to us so that we can document this event.

88
00:16:05.840 --> 00:16:24.599
Morgan Coyle: And then finally, once all research procedures with human subjects are complete, and all identifiable information associated with the data has been destroyed, we request that you inform us of this by submitting a closure report in Cayuse, letting us know that your study no longer involves human subjects.

89
00:16:25.970 --> 00:16:39.819
Morgan Coyle: So each step of the process often takes longer than you might expect, so the sooner you can begin, the better. I created this suggested timeline for you to use to help keep on track throughout the process.

90
00:16:39.970 --> 00:16:51.030
Morgan Coyle: So, by the time you hit about 6 months before you plan to begin data collection, you should have already started the process of designing your study and creating your study documents.

91
00:16:51.070 --> 00:17:06.900
Morgan Coyle: Around 4 months before you plan to begin data collection, you should begin filling out the IRB application in CHI use. You'll want to aim to submit your application ideally at least 3 months in advance of when you wish to receive approval or exemption.

92
00:17:06.960 --> 00:17:22.129
Morgan Coyle: The length of the review stage can vary greatly depending on the level of review, the complexity of the study, the submission volume and staffing in the office at the time, and it often involves requests for clarifications and changes.

93
00:17:22.130 --> 00:17:31.849
Morgan Coyle: In order to ensure that the review process is proceeding as smoothly as possible, we encourage you to, as soon as you receive feedback.

94
00:17:31.850 --> 00:17:40.590
Morgan Coyle: from the IRB or the IRB office, begin addressing it, make the needed changes to your application, and then resubmit as soon as possible.

95
00:17:40.590 --> 00:17:52.390
Morgan Coyle: Most studies will require multiple rounds of revision during the review process, so the quicker you can respond to our questions and concerns, the more likely you are to receive approval within your desired time frame.

96
00:17:54.720 --> 00:17:56.260
Morgan Coyle: Excuse me.

97
00:17:56.480 --> 00:18:05.320
Morgan Coyle: So, students are no longer allowed to serve as principal investigators at App State,

98
00:18:05.320 --> 00:18:23.570
Morgan Coyle: This doesn't mean that you can't conduct research. You absolutely can, and we encourage you to do so. However, you will have to identify a faculty member who will take responsibility for the conduct of the study. This is the person who will be listed as the principal investigator on the application and consent form.

99
00:18:23.570 --> 00:18:30.369
Morgan Coyle: And the person who will review your application before it's submitted, and sign off on it in order for my office to receive it.

100
00:18:30.460 --> 00:18:37.700
Morgan Coyle: So, this means that you can draft your IRB application, with assistance from your faculty PI,

101
00:18:37.700 --> 00:18:52.350
Morgan Coyle: But the faculty PI, is required to review and certify the submission. We cannot, like, the system will not allow us to receive the submission until the faculty PI has signed off on it, saying that they've reviewed it and it's accurate.

102
00:18:53.680 --> 00:19:13.679
Morgan Coyle: We also have, and this is linked at the end of the presentation, as well as easily accessible on our website, we have a webpage that is specifically dedicated to student researchers, which provides all the information you need to get started, on human subjects research, including FAQs, checklists, and guidance documents.

103
00:19:13.760 --> 00:19:17.250
Morgan Coyle: And I… Highly encourage you to look at this.

104
00:19:17.500 --> 00:19:27.679
Morgan Coyle: And if you have any questions for us, please check this website first. Because if you email us with questions that are answered on this website, we will respond to you with a link to the website.

105
00:19:27.680 --> 00:19:38.390
Morgan Coyle: So it might save you some time to look at the website first, and then any questions you have that are not answered on the website, or any information that is unclear, we are more than happy to help, like.

106
00:19:38.390 --> 00:19:56.219
Morgan Coyle: help you understand or help clarify an email or in a pre-submission consultation. And again, here, I will remind you that your faculty advisor must be CC'd on all correspondence with the IRB office, as well as included in any pre-submission consultations you schedule with us.

107
00:19:59.000 --> 00:20:08.560
Morgan Coyle: So, as a student researcher, you are not expected to complete this process alone. The support of your faculty advisor is essential for a smooth review process.

108
00:20:08.650 --> 00:20:20.709
Morgan Coyle: This slide lists some examples of areas that your faculty advisor can assist with, in the design of your research and the completion of your application. We also have a website that

109
00:20:20.710 --> 00:20:27.730
Morgan Coyle: Has incredibly detailed information about what faculty advisors are expected to do and how they can best assist you.

110
00:20:27.730 --> 00:20:41.260
Morgan Coyle: If your faculty advisor has any questions, then that website is the best place to go to to get them answered. It goes into detail with… for, like, what students need the most help with and how to help them with it.

111
00:20:41.620 --> 00:20:42.630
Morgan Coyle: So…

112
00:20:42.900 --> 00:20:57.260
Morgan Coyle: In addition to your, faculty PI assisting you with, planning appropriate confidentiality protections and designing your participant-facing materials, so this is, like, your consent form, your recruitment, and your study instruments.

113
00:20:57.260 --> 00:21:03.019
Morgan Coyle: It's essential that your faculty PI reviews your entire application before you submit.

114
00:21:03.020 --> 00:21:07.940
Morgan Coyle: To ensure accuracy, consistency, clarity, and completeness.

115
00:21:09.440 --> 00:21:22.240
Morgan Coyle: and, if applicable, to make sure that your application matches the research you described in your approved prospectus. This is why we cannot receive student submissions until the faculty PI signs off on it.

116
00:21:22.560 --> 00:21:39.039
Morgan Coyle: However, it is best practice for your faculty PI to review the submission before you route it to them in the system. This allows… this makes it easier for them to review it, and then make changes on your behalf, or help you make changes to the application.

117
00:21:39.040 --> 00:21:45.770
Morgan Coyle: If you route it to them and changes are needed, they'll need to route it back to you, which can make things take a little bit longer.

118
00:21:47.280 --> 00:22:02.039
Morgan Coyle: So please make sure that, like, you work with them in whatever capacity, they prefer, before you send the application to them to make sure that you both understand everything that's in it, and that you both feel really good about it before you submit.

119
00:22:02.160 --> 00:22:09.530
Morgan Coyle: Additionally, please be aware that you and your faculty advisor are responsible for being aware of

120
00:22:09.810 --> 00:22:21.190
Morgan Coyle: complying with all relevant laws, policies, and procedures that apply to the research beyond the need for IRB review or exemption.

121
00:22:21.190 --> 00:22:37.090
Morgan Coyle: So, examples of what might be needed beyond IRB approval or exemption are, if you're conducting the research off-site, you will likely need site permission. So, if you're conducting research in a K-12 school, then you'll need permission from the principal and possibly from the district.

122
00:22:37.300 --> 00:22:42.530
Morgan Coyle: And additionally, if there are any other laws and regulations that apply, such as HIPAA,

123
00:22:42.530 --> 00:22:59.600
Morgan Coyle: FERPA, state or local laws, etc, then it will be the responsibility of you and your faculty PI to make sure that you are aware of and compliant with these laws and regulations. So please make sure to ask your faculty advisor about what permissions you

124
00:22:59.600 --> 00:23:09.820
Morgan Coyle: may need to obtain beyond IRB approval, or exemption, and I'm seeing now that there is… I'm so sorry I missed this, there is a question in the chat.

125
00:23:10.400 --> 00:23:28.339
Morgan Coyle: So, on average, how long does an expedited review take? We don't give exact review timelines because it is extremely variable based on the, the complexity of the research, the submission volume and staffing in the office at the time,

126
00:23:28.690 --> 00:23:41.109
Morgan Coyle: And, it, it's, like, it would be impossible for us to say, oh, it takes, like, X amount of weeks or X amount of months, because it is so individual, both to the study and also to

127
00:23:41.110 --> 00:23:52.259
Morgan Coyle: How busy we are in the office at the time, but generally speaking, if you submit 3 months in advance of when you wish to be in your research procedures, that should be enough time for you to go through the review process.

128
00:23:59.450 --> 00:24:06.460
Morgan Coyle: And then, so on this slide, I have, common mistakes, which,

129
00:24:06.630 --> 00:24:19.289
Morgan Coyle: I highly encourage you to revisit whenever you're preparing your application for review. So, there's not a one-size-fits-all instruction manual for submitting a successful application.

130
00:24:19.290 --> 00:24:26.879
Morgan Coyle: But there are some mistakes that we commonly see, which can greatly and unnecessarily extend the review timeline.

131
00:24:26.880 --> 00:24:28.840
Morgan Coyle: So this slide lists

132
00:24:28.840 --> 00:24:34.289
Morgan Coyle: Some of the most common reasons that cause delays in the review and approval process.

133
00:24:34.540 --> 00:24:46.850
Morgan Coyle: The first of these mistakes is that, sometimes, people will submit applications to us where not all of the study personnel have up-to-date study training.

134
00:24:47.050 --> 00:25:01.540
Morgan Coyle: We cannot, we are not allowed to issue approval or exemption until everyone has up-to-date CITI training. There are no exceptions to this. If you are conducting research procedures with human subjects in any capacity, you need up-to-date CITI certification.

135
00:25:01.680 --> 00:25:18.610
Morgan Coyle: Additionally, if you or your faculty PI, submit an application without updating your city certification, so if you haven't completed CITI, or if your CITI training is expired, then we may return your application without review.

136
00:25:18.610 --> 00:25:41.520
Morgan Coyle: And, might wait until you both have completed CITI training in order to even begin the review of your application. And this is because the information contained within CITI program is essential for understanding how to conduct ethical human subjects research, and we want to make sure that anyone who is conducting human subjects research, has this foundational knowledge.

137
00:25:41.520 --> 00:25:46.230
Morgan Coyle: Before they even, like, send us anything to review.

138
00:25:46.260 --> 00:25:52.730
Morgan Coyle: Because the information in that course will show you how to design a study that will get through the review process.

139
00:25:53.060 --> 00:26:06.299
Morgan Coyle: So please make sure that your CITI certifications are up to date. If you completed CITI as an undergraduate, go back into your account and make sure that it's not expired. If it is expired, then you can complete the refresher course.

140
00:26:06.300 --> 00:26:15.229
Morgan Coyle: But we will need to have evidence of you having completed CITI training before we can approve your application, and we may require it before we'll even review it.

141
00:26:15.250 --> 00:26:19.090
Morgan Coyle: So please be aware of that. That's a really common mistake that we see.

142
00:26:19.360 --> 00:26:26.770
Morgan Coyle: Another big issue we see that slows down approval are when materials are oh, okay,

143
00:26:27.070 --> 00:26:28.750
Morgan Coyle: I see there's a question.

144
00:26:29.320 --> 00:26:41.029
Student: Okay, so, I did CITI through, Dr. McGee's course, and she only required us to do the refresher. Is that… That's fine. Okay.

145
00:26:41.430 --> 00:26:59.010
Morgan Coyle: Great question. So it is… we accept both the basic and the refresher course for the social behavioral research course and the biomedical research course. So you only have to complete one of those. It is absolutely fine to complete the refresher course. The refresher course

146
00:26:59.010 --> 00:27:15.269
Morgan Coyle: Still contains all of the information that you need to know as a researcher. However, please be aware that there are some courses that have names that sound like they are the correct course, but they are not the correct course, and these are the Responsible Conduct of Research courses.

147
00:27:15.300 --> 00:27:29.290
Morgan Coyle: Responsible conduct of research courses do not meet IRB training requirements. They are only required for studies that are federally funded, for… and they have to do with, like, plagiarism and data falsification and fabrication.

148
00:27:29.340 --> 00:27:42.740
Morgan Coyle: they don't directly deal with human subjects' concerns. If you have any questions about whether or not the course you completed is the correct one, please feel free to reach out to us and ask, but if you completed it in a research methods course.

149
00:27:43.060 --> 00:27:45.929
Morgan Coyle: And, I… I…

150
00:27:46.140 --> 00:27:54.540
Morgan Coyle: I would say you can feel fairly confident that you've completed the correct course, and if it's up to date, then you should be good on your CITI certification. But great question, thank you.

151
00:27:55.120 --> 00:28:02.729
Morgan Coyle: So, I went over the CITI certification, common mistake. The second…

152
00:28:03.120 --> 00:28:10.769
Morgan Coyle: series of common mistakes I want to go over are when things are inconsistent, or unclear, or missing.

153
00:28:11.050 --> 00:28:17.579
Morgan Coyle: So basically, if anything is missing or unclear, we don't know what you're doing, and we can't review it.

154
00:28:17.920 --> 00:28:24.789
Morgan Coyle: So, that… that sounds, like, self-explanatory, but it will catch people off guard.

155
00:28:24.890 --> 00:28:38.099
Morgan Coyle: When we send it back, and we say, we can't review this until you have your survey attached, or we can't review this until you have your consent form attached, or we can't review it until you tell us how your interview procedures are going to be.

156
00:28:38.350 --> 00:28:56.000
Morgan Coyle: And this can greatly extend the review time, because until you have all of the required materials in there and descriptions of all your procedures, we cannot conduct a full review. So this… sometimes when we receive an application that is incomplete, we'll have to send it back.

157
00:28:56.370 --> 00:29:12.620
Morgan Coyle: sometimes multiple times before we can even begin the review process, and as I'm sure you can imagine, this greatly slows down the review process and greatly extends the time it takes you to get approval. So, please make sure, before you submit.

158
00:29:12.620 --> 00:29:21.859
Morgan Coyle: That you have all of the information that we ask of you in the application, that everything that you're doing in your research is clearly described, all your materials are attached.

159
00:29:21.930 --> 00:29:36.029
Morgan Coyle: And everything's internally consistent. If you say that you're doing surveys on one page, and then you describe interviews on another page, then we're gonna have to send it back, and you're gonna have to clarify, are you doing both? Are you doing one? Are you doing the other?

160
00:29:36.060 --> 00:29:50.680
Morgan Coyle: So that is one of the most important things that you need to do, is make sure that you are describing exactly what you are doing very clearly with all the required materials attached. And this is something that your faculty advisor can help with.

161
00:29:50.750 --> 00:29:58.129
Morgan Coyle: it's always helpful to have another pair of eyes on what you're doing, as well as making sure to proofread it yourself.

162
00:29:58.420 --> 00:30:14.480
Morgan Coyle: I had a faculty member once tell me that what they do to make sure they're not missing anything, or misconstruing anything in their application, is they will wait for, like, a few days after they draft it, and then they will print their application to PDF, and then read through it in a different format.

163
00:30:14.670 --> 00:30:27.530
Morgan Coyle: And that allows them to then have some distance from when they wrote it, and then look at it in a different format, and makes it a lot easier for them to see if they're missing something, or if they have inconsistencies in their application.

164
00:30:27.530 --> 00:30:38.570
Morgan Coyle: So, of course, you don't have to do this, but this is a suggestion or advice that I received from someone who submits a lot of IRB applications for what they do to ensure consistency.

165
00:30:38.950 --> 00:30:46.670
Morgan Coyle: And then, finally, the last two, issues on this page have to do with

166
00:30:46.950 --> 00:31:00.790
Morgan Coyle: Like, basically the last two issues on this page prevent us from receiving your application, and we cannot conduct a review until we have your application. So the first example is,

167
00:31:01.030 --> 00:31:13.409
Morgan Coyle: you or your faculty advisor can complete the submission by hitting complete submission. Either of you can do this, but we do not receive it until it has been certified by the faculty advisor.

168
00:31:13.690 --> 00:31:22.069
Morgan Coyle: So I recommend, or actually, I'm gonna word this more strongly, I strongly encourage you to.

169
00:31:22.070 --> 00:31:35.249
Morgan Coyle: If you have not heard from us within 10 days, 10 business days of submitting, so that's 2 weeks, please reach out to us to request a status update and make sure we received your application.

170
00:31:35.300 --> 00:31:41.319
Morgan Coyle: Some, like, review will often take longer than 10 days, like, for us to get back to you.

171
00:31:41.320 --> 00:31:57.879
Morgan Coyle: But making sure that we received your application will prevent it from sitting in limbo, where you think you submitted it, but we haven't received it, because I have seen that happen, and I've seen people, like, studies sit in limbo for months before someone reached out to us, and we said, we haven't gotten it, and I do not want that to happen to you.

172
00:31:59.070 --> 00:32:11.379
Morgan Coyle: So if you've not heard back from us within 10 days of receiving, or of submitting the application, please reach out to us, make sure that we've received it, and you can ask for an expected timeline for when you'll get the first round of comments back.

173
00:32:11.540 --> 00:32:31.490
Morgan Coyle: And this also goes for resubmissions, when you resubmit, response to, stipulations. And so that leads to the seventh point, which is when we send back, comments, like, we call them stipulations, where we ask for clarification or changes to the application, you will need to resubmit.

174
00:32:31.610 --> 00:32:46.370
Morgan Coyle: After that. Otherwise, we have no way of knowing that you addressed the comments and are ready for review. So when you get the application back with, requests for changes or clarification, please make sure that you resubmit. And then same with

175
00:32:46.560 --> 00:32:49.480
Morgan Coyle: As with the initial submission, if you don't hear back from us.

176
00:32:49.480 --> 00:33:07.120
Morgan Coyle: Within 10 business days, follow up with us via email, email us at irb@appstate.edu, give us your study number, and then ask for a status update, and we'll let you know if we've received it, and about how long we expect it'll be, until we can get it back to you.

177
00:33:09.180 --> 00:33:09.890
Morgan Coyle: Okay.

178
00:33:09.960 --> 00:33:29.320
Morgan Coyle: So, that is really, like, my whole presentation. I have this slide, which just links to various things on our website. All of these things are easily accessible from our website, but I wanted to highlight these particular pages, and these are the IRB training page, which describes CITI Training requirements.

179
00:33:29.320 --> 00:33:44.599
Morgan Coyle: The Student Corner, which has FAQs about student-led research. The Consent Corner, which will be instrumental in designing your consent process and document. It includes guidance documents, templates, example language, and links to external resources.

180
00:33:44.600 --> 00:33:53.800
Morgan Coyle: The Faculty Advisor Guidance page, which will provide your, faculty PI with resources they need to support you. And then finally, the IRB Guidance page.

181
00:33:53.800 --> 00:34:05.769
Morgan Coyle: Which links to helpful guidance documents and sites for, questions that have to do with, like, specific kinds of research, such as we have guidance on conducting research using

182
00:34:05.770 --> 00:34:08.360
Morgan Coyle: Social media posts, and things like that.

183
00:34:08.360 --> 00:34:20.349
Morgan Coyle: So please check out, like, these pages, and, make sure that you utilize the resources that are available to you. We do our best to keep our website, at least these websites…

184
00:34:20.550 --> 00:34:25.109
Morgan Coyle: at least these pages of the website are all up to date. And…

185
00:34:25.900 --> 00:34:37.310
Morgan Coyle: And if you have suggestions for anything that you think that you would like to see on our website, please reach out to us, let us know. We're always happy to hear from you and learn how we can better support you.

186
00:34:38.659 --> 00:34:53.500
Morgan Coyle: So that's all I have for you for this presentation. Do you have any, any questions for me? I see that there is a request to share a link. Wesley will share the link after,

187
00:34:53.679 --> 00:34:54.850
Morgan Coyle: after…

188
00:34:55.400 --> 00:35:02.699
Morgan Coyle: this as along with the recording of the document, but I can go ahead and pop a link in the chat right now so that you can have it.

189
00:35:03.330 --> 00:35:09.489
Morgan Coyle: as well. Do you guys have any questions that I can answer?

190
00:35:12.230 --> 00:35:24.849
Wesley Kapp: I had… I was, I noticed, like, if… maybe it was, like, a few months ago, we had an email go out that was about, kind of, like, AI assistance when you're building your,

191
00:35:25.590 --> 00:35:26.280
Morgan Coyle: Yes.

192
00:35:26.290 --> 00:35:30.660
Wesley Kapp: Application, is that so… or can you tell us a little bit about what…

193
00:35:30.930 --> 00:35:32.100
Morgan Coyle: So, yes.

194
00:35:32.290 --> 00:35:40.689
Morgan Coyle: I can. This is not a process that I designed. It was actually not a process that was really designed by, IRB staff.

195
00:35:40.700 --> 00:35:52.969
Morgan Coyle: at all. This was something that we were encouraged to do. We provided information that IT used to create an AI bot that was supposed to help with reviewing submissions. The quality of its reviews are…

196
00:35:54.880 --> 00:36:02.659
Morgan Coyle: You can sometimes get useful feedback from it, but it is… we've not been able to get it to a point where it can accurately assess

197
00:36:02.740 --> 00:36:22.610
Morgan Coyle: whether or not your application is high quality. However, it does sometimes give useful feedback, like, it'll send back comments saying, have you thought about this? And that can be helpful. However, the score that it gives you on a score of, like, 0 to 10 for the quality of your application, that has… that's not accurate.

198
00:36:22.810 --> 00:36:25.909
Morgan Coyle: So it might be helpful, but it's…

199
00:36:26.200 --> 00:36:29.620
Morgan Coyle: Not as helpful as we were hoping that it would be.

200
00:36:30.060 --> 00:36:34.150
Morgan Coyle: But that's a great question. I actually kind of had forgotten about the AI.

201
00:36:34.400 --> 00:36:35.870
Morgan Coyle: thought.

202
00:36:39.590 --> 00:36:40.220
Wesley Kapp: Cool.

203
00:36:44.840 --> 00:36:53.049
Wesley Kapp: Okay, I can stop recording, and then if anyone has a question they want to ask off-record, or, like, a more personal one, you can.


