IRB Application Sections — Data Collection
Procedures

This video talks through the Data Collection Procedures page of the IRB application, describing
the kind of information the IRB is looking for in response to those questions. Application
guestions are rooted in the Belmont Report and the Federal Regulations. So, we'll start there.

The Belmont Report was created by the National Commission for the Protection of Human
Subjects and was published in 1979. It establishes ethical principles underlying human subjects
research. Those principles are Respect for Persons, Beneficence, and Justice.

1. Respect for Persons recognizes individuals’ autonomy and protects those with
diminished autonomy. Put another way, Respect for Persons demands that subjects
enter into research voluntarily and with adequate information.

2. Beneficence consists of two general rules: First, maximize benefits and minimize risks.
And second, do no harm.

3. Lastly, the core concept behind the principle of Justice is that burdens and benefits must
be shared equitably.

In sum, the Belmont Report represents what researchers should do. Then there are the Federal
Regulations, which detail what researchers must do. Among many other things, the regulations
describe Criteria for IRB Approval of Research. Satisfying these criteria is required for research.

In thinking through data collection procedures, we're focused primarily on the Belmont

principle of Beneficence, as well as criteria one, two, and seven. In addition to that, IRB staff
also use descriptions on the Data Collection Procedures page of the IRB application to make
determinations related to the level of IRB review as well as required special determinations.

The first and largest question on this page of the application asks that you provide a summary
of your research plan. When responding, keep the following in mind: First, the only thing the
IRB knows about your project is what you write in your IRB application. So, be mindful and
provide a complete, clear explanation of all procedures, tasks, interventions, etc.. Second, use a
logical labeling system for attachments. This helps you stay organized, and it helps IRB staff
follow along. Third, be consistent. Information provided in this section must align with
information provided on other pages of the application and in your attached materials. For
example, use the same terminology throughout the application and your attachments to
describe groups, procedures, tasks, documents, etc. If you vary your language, IRB staff will ask
for clarification as they cannot assume, for example, that a “focus group” is the same as a
“discussion group.” Finally, balance the amount of detail given. Include enough detail so that
the IRB can understand your plans but not so much detail that you have no flexibility. For
instance, avoid using specific dates, as doing so does not allow you flexibility in when you
collect your data. When referring to time, use ranges instead of absolute values.



If you are stuck, two additional suggestions are to write chronologically or sequentially. And,
describe the participant's experience. In other words, imagine you are the participant going
step-by-step through the process. Write that experience.

Over the next few slides, we'll look at some examples of procedural descriptions lacking
sufficient detail.

For our first example, let's think about blood draws. It's not enough to simply say you'll do “x”
number of draws during certain visits. The IRB also needs to know

- from whom the blood will be drawn;

- how the blood will be drawn, for instance, via stick, venipuncture, or indwelling catheter;
- who will draw the blood and what their qualifications are;

- how much blood will be drawn; and

- when it will be drawn in relation to other procedures and activities.

All of these details affect IRB review, and the regulations have different requirements
depending on from whom, when, how, and how much blood is to be drawn. Also, some
methods are riskier than others and/or require additional personnel training.

Second, EMG. Again, the detail provided here lacks sufficient information. In addition to these
general details, the IRB needs to know the type of EMG machine; the type, number, and
placement of electrodes; how electrodes will be adhered; [and] the position participants will be
in or the activity they will do while EMG data is collected. All of these details are necessary for
IRB staff to understand procedures, ensure participants are fully informed, and assess related
risks.

For our third example, let's think about remote interviews. Saying you will conduct interviews
using video conferencing software is helpful because interviews conducted remotely differ - in
terms of privacy, confidentiality, data security, risk, informed consent, etc. - from interviews
conducted in person. Still, the details here are not enough. Additionally, you'll want to provide
information about the following.

- Will the interviews be audio and/or video recorded? While often allowable, it is riskier to
record faces than to record only voices.

- How will you record? Within the software? Via a separate recording device? Using a secure
phone?

- Will recordings be transcribed? Transcription introduces another form of data, which brings
with it additional confidentiality considerations, such as... Who will do the transcribing?
How or where will the transcripts be stored? Will transcripts be de-identified prior to
storage and analysis, or will they contain identifiable information? Also, will the audio
and/or video be retained, or will it be deleted after transcription?



- And finally, will researchers take notes that contain identifiable information during
interviews? If so, will the notes be electronic or hardcopy? How will they be transported
and stored?

I've already mentioned that these details impact risk and confidentiality assessments. IRB staff
also use them to make required determinations. For instance, audio and video recording
introduces an additional regulatory category, which must be documented during IRB review.

Our last example deals with observations. As before, the description is missing several key
details such as...

- Isthe gathering a public or private event?
- Who or what *exactly* is the researcher observing?
- And will observations include identifiable information?

- Will the researcher be a silent, uninvolved observer, or will the researcher be involved in
whatever event is happening?

- Will those observed know they're being observed, and will they give prior consent? What
happens if some people provide consent but others don't?

Without a full picture of your data collection procedures, the IRB cannot appropriately conduct
its review, nor can it approve your research.

Returning to the IRB application...After you've described your procedures, several yes-or-no
guestions will follow. Talking through each of these is beyond the scope of this video, but know
that these questions are designed to gather additional details about specific procedural
elements. Your responses are then used to assess risk and allow IRB staff to make required
regulatory determinations.

One yes-or-no question that we do need to discuss deals with possible exemption. More
specifically, if your responses to questions appearing earlier in the IRB application suggest that
your study *is not* eligible for exemption, this question is conditioned to disappear. But, if your
responses suggest your study *may* be eligible for exemption, this question will remain. While
IRB staff make the final assessment, we ask researchers to make an initial assessment. If you
know, are fairly certain, or think your research is likely to be exempt, please say, “Yes,” here.
Then, click the icon containing a yellow question mark in a blue circle to open related exempt
research guidance. Use information in that guidance document to provide justification for your
assessment. If your assessment is inaccurate, meaning IRB staff determine your study is not
actually eligible for exemption, we will have you correct the form without losing any
information you have already entered.

The final question on the Data Collection Procedures page of the IRB application asks you to
upload study materials that you will use to collect data. If your project is exempt, uploading
these documents is optional, though IRB staff may request to see them as part of their review.
If your project is nonexempt, complete and final versions of all data collection materials - such
as surveys, interview protocols, data collection sheets, experimental scripts, instructions, etc. -



must be uploaded. If you provide draft materials, the form will be returned with a request to
upload final copies.

Two additional key points: First, notice that recruitment and informed consent materials should
not be uploaded in this section. Later pages of the form request these materials, so hang on to
them until later. Second, if materials have been attached in another section - for example,
you've uploaded an observation matrix in the observation section of the application - do not
upload a duplicate copy here. Doing so causes a need for cross-referencing should changes be
necessary during review or during later modifications. Related to that point, when uploading
attachments, we recommend using descriptive file names that align with how materials are
described elsewhere in the application.

In closing, the IRB uses the information provided on the Data Collection Procedures page of the
application to ensure that risks are minimized, which is accomplished by using procedures that
are consistent with sound research design and that do not unnecessarily expose subjects to
risks. The IRB also uses the provided information to ensure that participants are fully informed
during the consent process.

Remember, the only thing the IRB knows about your project is what is included in your
application. Remember, too, that the IRB cannot make assumptions. Therefore, the research
summary you provide must be clear and complete. Only then can the IRB make the regulatory
determinations required to approve your research.

If you have questions, please contact us.

Thanks for listening.
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