


 



IRB #: STU00219362-MOD0002 Approved by NU IRB for use on or after 12/6/2023 through 10/5/2024.

STUDY TITLE:

PRINCIPAL INVESTIGATORS:

CO-INVESTIGATORS:

VERSION DATE:

FEDERAL FUNDING:

FP00001624

Northern California Institute
for Research and Education

:: STU00219362-MOD0002STU00219362-MOD0002 ApprovedApproved byby NUNU IRBIRB forfor useuse onon oror afterafter 12/6/202312/6/2023 throughthrough 1100//55//

mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:elizabeth.addington@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
mailto:judith.moskowitz@northwestern.edu
https://irb.northwestern.edu/resources-guidance/policies-guidance/index.html
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Many federal agencies require that when more than one domestic site engages in non-exempt Human
Research, all sites must rely on the review of one “Single IRB.” If this applies to your study, you must
obtain a Single IRB Letter of Support and IRB Fee Quote from the Northwestern University IRB Office
before the Northwestern University IRB will review your study. Submit a Single IRB Consultation
Request to initiate this process.

**Include the activities of all non-Northwestern affiliated sites in the multi-site/collaborative research
section of the protocol below.

***The federal funding application should include plans for whether award recipients will engage in
Human Research. Based on the funding application, provide an assessment of the activities at each site
and update the table if the planned activities change or if another IRB reviews the activities and makes a
different determination.

RELATED STUDIES:
N/A

applicable

Children
Cognitively Impaired Adults
Pregnant Women (IF the research activities will affect the pregnancy or the fetus)
Prisoners (or other detained/paroled individuals)

☐ International Research (check this box if you will collect data from individuals located
outside the United States)

☐ Research involving external collaborators (some research activities will be carried out by
individuals not employed by Northwestern or NU affiliates will carry out some research
activities)

Research has U.S. Federal government funding via one or more direct awards or a sub-
award (e.g., NIH, NSF, other federal agencies or departments)
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1.0 Purpose and rationale of the study:

Deprescribing benzodiazepine receptor agonists, particularly for older adults, is a key public
health goal

Positive emotion regulation is a novel, efficacious approach to maintaining health and well-
being.

our aims are to
Tailor ALDER for implementation as an adjunct to BZRA deprescribing for older adults
receiving primary care at NM

Evaluate feasibility, acceptability, and adoption of ALDER among older adults who are
candidates for BZRA deprescribing
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Design a type 2 hybrid implementation-effectiveness trial based on stakeholder feedback

Table 1. Overview of ALDER intervention
Week Skills Goals Practice Exercises

Positive
Events,
Savoring, and
Gratitude
Mindfulness

Positive
Reappraisal

Personal
Strengths,
Attainable
Goals
Self-
Compassion

2.0 Enrollment Criteria (who can be in your study and who would not be eligible to participate
in your study):

Aim 1: Interviews and/or Focus Groups
•

:: STU00219362-MOD0002STU00219362-MOD0002 ApprovedApproved byby NUNU IRBIRB forfor useuse onon oror afterafter 12/6/202312/6/2023 throughthrough 1100//55//



IRB #: STU00219362-MOD0002 Approved by NU IRB for use on or after 12/6/2023 through 10/5/2024.

•

Aim 2: Single-arm Pilot Trial
•

•

•

Aim 3: Interviews
•

•
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3.0 Sample Size:

Aim 1: Interviews and/or Focus Groups
• Total= up to 40 participants

o
o

Aim 2: Single-arm Pilot Trial
•

Aim 3: Interviews
•

o
o

4.0 Recruitment and Screening Methods:

Aim 1: Interviews and/or Focus Groups

Please see Aim 1 clinician email template.

Please see Aim 1 patient email template.
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Aim 2: Single-arm Pilot Trial

Please see Aim 2 patient email template and eligibility screening
form.

Aim 3: Interviews

Please see Aim 3 patient email template

Please see Aim 3 clinician email template

5.0 Research Locations:
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One-on-one interviews
Focus Groups
Questionnaires/surveys
Secondary Data Analysis (medical record data, educational records, government or

private sector datasets, etc.)
Ethnographic observation
Physiological measurements (e.g., EEG, EKG, MRI)
Biospecimen collection (saliva samples, blood draws, hair samples, etc.)
Mobile applications/data collection devices (e.g., Fitbits, actigraphs, etc.)
Behavioral decision making tasks (e.g., puzzles, interactive games, etc.)
Physical activities such as walking and other forms of exercise
Other procedures (briefly list types of procedures here if not covered by the check-

boxes above):

6.0 Multi-Site or Collaborative Research:

7.0 International Research (where data collection will occur outside the United States and U.S.
territories, including online activities)

8.0 Procedures Involved:
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Aim 1: Interviews and/or Focus Groups

Aim 2: Single-arm Pilot Trial

Consent and Baseline

•

•

•
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Table 1. Overview of ALDER intervention
Week Skills Goals Practice Exercises

Positive
Events,
Savoring,
and
Gratitude
Mindfulness

Positive
Reappraisal

Personal
Strengths,
Attainable
Goals

Self-
Compassion

Aim 1 (Months 1-3) Participant Population # of Participants
Patient focus groups Patients (over 65 y/o) who are

prescribed a BZRA via NM primary
care clinics*

Up to 20

Clinician interviews Clinicians who have prescribed a
BZRA to greater than 20 older
adults in the past year*

Up to 20

Aim 2 (Months 3-9)
Single-arm pilot trial Patients (over 65 y/o) who are

prescribed a BZRA via NM primary
Up to 40
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care clinics with two or more
chronic conditions*

Aim 3 (Months 9-12)
Patient interviews Aim 2 pilot trial participants* Up to 40
Clinician interviews Clinicians at healthcare clinics

where Aim 2 participant receive
healthcare*

Up to 20

*See Enrollment Criteria section for complete list of eligibility requirements.

Event Time Commitment

Total Hours <14 hours

Measures:
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Aim 3: Interviews
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[Aim 3 clinician recruitment, screener, and consent form, along with
clinician/patient interview guides will be added as a modification prior to beginning this portion of
the study.]

9.0 Research with Vulnerable Populations

10.0 Incomplete Disclosure or Deception:

11.0 Consent Process:

The online consent forms for Aims 1 and 2 have been uploaded with this submission. Clinician
consent form for Aim 3 will be uploaded for IRB review prior to initiating that phase of the
project.

12.0 Waiver of Participant Signature on Consent Form:
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13.0 Waivers and Alterations of Consent Information:

14.0 Financial Compensation:

15.0 Audio/Video Recording/Photography

16.0 Potential Benefits of this Research:
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17.0 Potential Risks to Participants:
Possible discomfort while interacting with the ALDER platform

Possible discomfort when responding to questions

Potential loss of confidentiality in data

Potential loss of confidentiality in general
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“Pollyanna”

Withdrawal of participants

Possible risk of benzodiazepine withdrawal and worsening of symptoms
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18.0 Provisions to Protect Participant Privacy and Data Confidentiality:
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19.0 Data Monitoring Plan to Ensure the Safety of Participants:

Data Risks and Monitoring

Safety Risks and Monitoring
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20.0 Long-term Data and Specimen Storage and Sharing:

•

•

•

•

•

•

•

•
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21.0 Qualifications of Research Team to Conduct the Research:
Department of Medical Social Sciences (MSS)

BrightOutcome,
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