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(In order for the research to be considered exempt, one of the following five main criteria below (and corresponding sub-

criteria where applicable) must be met):

1) Research conducted in established or commonly accepted educational settings, that specifically involves
normal educational practices, such as (i) most research on regular and special education instructional strategies,
or (ii) research on the effectiveness of or comparison among instructional techniques, curricula, or classroom
management methods. The research is not likely to adversely impact students’ opportunity to learn required
educational content or the assessment of educators who provide instruction. The exemption may only be used
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Purpose

This research study is designed to explore what barriers and facilitators may be affecting primary care patients
in the outpatient setting, from discussing and completing an advance directive with their primary care
provider.

Design
A quantitative, descriptive, anonymous survey design will be employed for this study.

Recruitment Procedures

Individuals will be recruited at a private primary care office in Western New York that specializes in internal
medicine. Permission was obtained from the practice to recruit their patients and place the anonymous
guestionnaire in their office. Approval letter from the primary care office is attached (See Appendix A).
Surveys will be placed in the office on a table near to the reception desk for patients to take. The receptionist,
office staff, and providers will not be handing out the survey or telling the patients about it. A cover letter will
explain the survey and human subject protections. A locked drop box will be placed near the reception desk
and participants may complete the survey and deposit it in the box.

Consent Procedures

Potential participants will be provided with an informed consent document (See Appendix B) attached to the
survey. Completion and return of the survey implies their consent to participate in the study. They can choose
not to answer any questions that they do not wish to answer and can withdraw from the study at any time by
simply not returning their survey.

Procedure

Potential participants may choose to take the survey that is placed near the reception desk while. They are
invited to complete the survey if they are over the age of 18 and can read/write in English. It does not matter
if they do or do not already have a current advance directive. The survey has a consent document attached
that explains that filling out the questions and submitting the survey constitutes their consent. If they agree to
participate, they can complete the Advance Directive Questionnaire (ADAS) (See Appendix C) that was
designed by Nolan & Bruder (1997). Permission to use the survey was obtained by emailing author Marie T.
Nolan, PhD, RN, with approval letter attached (See Appendix D). This 16 item survey assesses attitudes of
respondents to the concept of advance directives and contains responses on a Likert-type scale from strongly
disagree to strongly agree. Participants are directed that they can return their survey to the lock box located
near the reception, or if they wish they can mail it back to the researcher.

Protection of Privacy/Confidentiality

The primary care office is not involved in the study other than to grant permission to recruit patients
to complete the questionnaire and will only receive a summary of the study with no identifying information
included. Office staff has no access or permission to access any of the completed questionnaires. Although
some demographic data is collected it will be not be linked to any names or identities of the respondents. No
names or other individual identifying information (e.g., medical record numbers) will be collected, so data is
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collected anonymously. Surveys will be numbered sequentially prior to distribution to allow for tracking of
total number of surveys distributed only. Participants’ care at the office will not be impacted in any way
whether they choose to participate in the research or not. No one at the office will know if a patient does or
does not participate in the survey. Completed surveys will remain at the site for a period of 2 weeks or until
all surveys have been depleted and a subject count of 40+ surveys have been returned. The researcher will
return to the survey drop box once weekly to collect and count survey responses to ensure a sample size of
40+ surveys are received. Only the researchers listed on this protocol will have access to the data, which will
be stored in a locked cabinet in the Principal Investigator’s office.

Anticipation of Risks and Benefits
There are no anticipated risks beyond that which could occur in daily life, and there are no direct benefits or
compensation for taking part in this survey.

List of Relevant Appendices

Appendix A — Site Approval Letter

Appendix B — Consent Document

Appendix C — Advance Directive Questionnaire
Appendix D — ADAD Approval

3A) Research involving benign behavioral Interventions in conjunction with the collection of information from
adult subjects through verbal or written responses or audiovisual recordings, if the subject prospectively agrees to
the study procedures (i.e., participants consent to the interventions). #$%"&'() $*++++,-$./0.20.30
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!

Benign behavioral interventions are defined as “brief in duration, harmless, painless, not physically invasive, not likely to have

a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the

interventions offensive or embarrassing”

!

(In order for the research to be considered exempt under this category, one of the following additional criteria below must be

met - please place an x next to any of the conditions below that are true).
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3B) Research involving benign behavioral Interventions in conjunction with the collection of information from
adult subjects through verbal or written responses or audiovisual recordings in which the subjects are deceived
regarding the nature or purposes of the research, if the subject prospectively agrees (i) to the study procedures
and (ii) that they will be unaware of or misled regarding the nature or purpose of the research (i.e., participants
consent to the interventions and that they will be misled). #$%"&'() $*++++,-$./0.20.3330
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I

Benign behavioral interventions are defined as “brief in duration, harmless, painless, not physically invasive, not likely to have
a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the
interventions offensive or embarrassing”

(In order for the research to be considered exempt under this category, one of the following additional criteria below must be

met - please place an x next to any of the conditions below that are true).
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(4) Research involving secondary research for which consent is not required (e.g., existing data, documents,

records, pathological specimens, or diagnostic specimens. #$%"&'() $*++++,-$./0.$0
I

(If the data consist of identifiable or private information or biospecimens, in order for the research to be considered exempt
under this category, one of the following additional criteria below must be met - please place an x next to any of the

conditions below that are true).
I
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#3%"&'() $*++++,-$./0.*0 "

(In order for the research to be considered exempt under this category, one of the following additional criteria below must be
met - please place an x next to any of the conditions below that are true)."
!
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**Compliance with HIPAA and FERPA Privacy Regulations**
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1 (we) certify that the information in the project identified above is true to the best of my (our) knowledge.

1 (we) certify that this research project will NOT commence without first receiving a letter of HSRRC approval from the chairperson of
the Daemen College HSRRC.

1 (we) certify that, when approved, the project identified above will not be changed without filing a Study Modification Form and
receiving HSRRC approval.

1 (we) certify that I (we) completed the CITI training and have read a description of each type of review on the HSRRC website and
that this protocol meets the requirements for a Certification of Exemption as stated on the website.

1 (we) certify that I (we) will follow all of the details outlined in the study protocol as approved by the HSRRC during the period of the
research project.
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1 (we) certify that I (we) will maintain all records of this research as required by the Daemen College HSRRC, submit a Study Closure
Form at the conclusion of this study, and will report any adverse reactions or subject complaints within 48 hours to the Chair of the
HSRRC.
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Appendix A: Site Approval Letter

Institutional letterhead appeared here.

March 29, 2019

Provider information
appeared here.

Dear Daemen Colle_g—e Human Rights Research and Review Committee:

| am aware that |_Researcher name  |pN will be conducting a study as part of the requirements for
the Master of Science in Adult Gerontology Primary Care Nurse Practitioner in the Nursing Department at
Daemen College, 4389 Main Street, Amherst, NY, 14226 entitled:
"Barriers and Facilitators for Discussion and Completion of Advance Directives Among Primary Care
Patients". | understand the inclusion criteria for this study includes: Patients who are 18 years old and
older, with or without a current advance directive, and can read and write in the English language.

| grant permission for |_Researchername | pn 40 gistribute her questionnaijre at our medical office
to recruit patients to voluntarily and anonymously complete if they choose to participate in the study.

I understand that participants who choose to enroll in this study will complete the attached
questionnaire and place it in a secured drop box or they can mail it in the self-addressed stamped
envelope left with drop box and place it in the US postal mail.

I understand the identity of the organization will remain confidential and | will only receive a copy of the
findings of the study in aggregate form. :

This study will be approved by the Human Subjects Research and Review Committee prior to

implementation of the study. | will be provided of a copy of the approval Ietter/ypon receipt of the same
by the researcher. >

Sincerely,

Provider signature and authority credentials appeared here
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Appendix B: Consent Document

Informed Consent

Title of Research Project:

Barriers and Facilitators for Discussion and Completion of Advance Directives Among Primary Care
Patients

Faculty Research Advisor:

Dr. XXX XXXX
Daemen College
Nursing Department
XXX@daemen.edu
716 XXX-XXXX

Student Researchers:

XXX XXXX

Daemen College
Nursing Department
XXX@daemen.edu

You are invited to participate in a research study. The purpose of this information is to help you to
make an informed decision about whether or not you would like to participate. Please read the
information in this document carefully. You may contact the researchers to ask questions about the
purpose of the research, what you would be asked to do, any possible risks and benefits, your rights
if you were to participate, and anything else about the research before deciding whether or not to
participate.

Participation in this study is voluntary and confidential. If you do not wish to participate or if you
decide to participate and then withdraw or skip any part of the research process, there are no
penalties or loss of benefits or services that you are otherwise entitled. Whether or not you choose
to participate in this project will have no effect on your relationship with the researchers, Daemen
College, your medical providers, or the office of Dr. XXXX.

Purpose of the Research Project:

The purpose of the study is to identify the barriers and facilitators that patients may face when
completing an advance directive in the doctor’s office. An advanced directive is a written statement
of an individual’s wishes regarding medical treatment should that individual become unable to
communicate them to the doctor. An advance directive could help health care professionals to better
care for patients. Below are some definitions related to the types of questions that will be asked.

Advance Directive(s) is/are:

Advance directives help prevent confusion about the type of medical care you do or do not want in
the event you are unable to make medical decisions for yourself. Both the Living Will and Health
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Care Proxy, also called Health Care Power of Attorney in some States, are advance directives. The
MOLST form is specific to New York state residents and is also considered an advance directive.

Living Will:

A living will is a written, legal document that spells out medical treatments you would and would not
want to be used to keep you alive, as well as your preferences for other medical decisions, such as
CPR, mechanical ventilation, tube feeding, dialysis, antibiotics or antiviral medications, comfort care
(palliative care), pain management, and organ and tissue donation.

Health Care Proxy or Health Care Power of Attorney:

Allows an individual to appoint a person they TRUST to make medical decisions that adhere to their
wishes and values, as their healthcare agent. This individual is authorized to make medical decisions
on your behalf should you become unable to make decisions for yourself.

Medical Orders for Life Sustaining Treatment (MOLST) form:

The MOLST form is a medical order form that tells others the patient’s medical orders for life
sustaining treatment. All health care professionals must follow these medical orders as the patient
moves from one location to another, unless a physician or nurse practitioner examines the patient,
reviews the orders, and changes them. MOLST is generally for patients with serious health
conditions.

Description of the Research Project and Procedures:

If you agree to participate in this study, you would be asked to complete the attached anonymous
questionnaire that assesses your attitudes about advance directives (living will, health care
proxy/health care power of attorney, MOLST form). We are interested in participants who have an
advance directive and also those who do not have an advance directive to participate in this study. If
you wish to participate, please complete the attached questionnaire and place it in the secured drop
box at the office. If you prefer, you may complete the survey and place it in the provided self-
addressed/stamped envelope and then place it in the US postal mail, and it will be mailed directly to
the researcher (please don't include a return address so that the survey can remain anonymous).
Returning the attached questionnaire implies your consent to participate in this study.

To be included in this study, participants should be over 18 years of age and can read and write in
the English language.

Study Duration:

Participation in this study is expected to take approximately 5-10 minutes.
Risks:

The researchers do not anticipate any risks beyond what could occur in daily life.
Benefits:

Participants will not directly benefit from taking part in this study.
Compensation:

There is no compensation for participating in this study.
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Confidentiality and Anonymity:

All information will be published in group form and there will be no publication that could link
participants’ identities with the data. Anonymity of each participant will be maintained, and no
identifying data will be collected or linked to participants’ data. The office of Dr. XXX is not involved
in the study other than to grant permission to recruit patients to complete the questionnaire. The
office of Dr. XXX will only receive a summary of the study with no identifying information included.
Only the researchers listed on this document will have access to the raw data, which will be kept
confidential at all times.

Contact Information for Questions or Concerns:

You have the right to ask any questions you may have about this research. If you have any question
or concerns, please contact Dr. XXX at XXX@damen.edu, 716 XXX XXXX or XXX at
XXX@daemen.edu. If you would like to report a complaint or have questions regarding your rights
as a human subject, you may contact the Daemen College Human Subjects Research Review
Committee Chair at hsrrc.chair@daemen.edu, 716-839-8508.

Voluntary Consent:

Please review all the information on this form before deciding whether or not you would like to
participate. Taking part in this research study is strictly voluntary. If you choose to take part, you
have the right to stop at any time or skip any questions that you may wish. If you do not wish to
participate, you do not have to complete the questions or submit the questionnaire.

If you wish to participate, you may answer the survey questions and submit the survey. By
answering the survey questions and submitting the survey, you are attesting that you have read the
above information, that you understand the tasks and risks associated with the study, and that you
have had the chance to ask any questions that you may have and that you are aware that you can
contact the researchers now or in the future if concerns arise. By answering the survey questions
and submitting the survey, you are attesting that you understand that your participation is entirely
voluntary and that you can choose to discontinue your participation at any time. By answering the
survey questions and submitting the survey, you are attesting that you are at least 18 years of age.
Lastly, by answering the survey questions and submitting the survey, you are providing your
consent to participate in this study.

Please keep this document for your records.
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Appendix C: Advance Directive Questionnaire

&81=MB=856MiM4i65(4B 6 7i=1R (400681 7(=C6=>68CH?3i=8HBMBIMK=9"71R47N6 74i6D=EM48 D= 6MA5=%CA6=C=>68CH7N?KIMICN=Ck
48MABAMK=91L657=>61K8=LI6H?45?>=>KB45=C6HN6=H?HCN6IM?50? (P& 8i=MB=856M4G65C4B6H5 ?KIMINGIANG=ICN!5=06H
AB?36774?8=97H 4L 6(C6EH5=06%3?(HA=(468(7PI&MB=856iM4E65C4B6 7H=>= - 1B5IKMBHING!3 7997 R48D11%4BABDIR4I]ING=ICN5=06%
AB?[ - cN6=9NK5=06%A?R6[?341=CC?086 -1 - + (" *¥3?0=>PH

Please answer the following demographic questions so that we may know more about you. Do not write your name
anywhere on this form so as to protect your anonymity.

1.
2.

How old are you in years ?

What is your gender you identify as?
O Male O Female [0 Other/prefer not to answer

What is your race?

__ Caucasian/White ___African American/Black
___Hispanic/Latino ___Asian/Pacific Islander
___Native American/American Indian ___ Other/Prefer not to answer
Please check the highest level of education that you COMPLETED:
___Grade School ____High School or GED
_Associates Degree ___Bachelor’s Degree
___Master’s Degree or higher __ Other/Prefer not to answer

Have you ever completed an Advance Directive (living will, health care proxy/health care power
of attorney, MOLST)?
Yes No

What is your total household income?
__Less than $25,000

_ $25,000-$49,999
_$50,000-$74,999
_$75,000-$99,999
~$100,000-$149,000

___ Greater than $150,000

___ Other/Prefer not to answer

Over, please
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ADVANCE DIRECTIVE ATTITUDE SURVEY
"HPYHE EP+HE&+,&-. $+E&H/+#(+&0,1&F$23##&,3&) Yo P2 3#HHE&-'+.&#S*. & Yo+ $+#4#(+&508&6"$*' (2&$(& 789&' (&+.#&5,/&
%+3,(2"0&$23##H&:;<=&$23HH# & :><=&) Y $23##& . ?<=&,38&%+3,(2"0&)' %$23##H&: @<A&
Items Strongly | Agree (3) | Disagree (2) Strongly
Agree (4) Disagree (1)

1. I have choices about the treatment | would receive at
the end of my life.

2. I would be given choices about the treatment | would
receive at the end of my life.

3. My doctor would indicate my concerns in decisions
about my treatment at the end of my life.

4. If | could not make decisions, my family would be
given choices about the treatment | would receive.

5. I think my family would want me to have an advance
directive.

6. Making my end of life treatment wishes clear with an
advance directive would keep my family from
disagreeing over what to do if | were very sick and
unable to decide for myself.

7. Having an advance directive would make my family
feel left out of caring for me.

8. Making my end of life treatment wishes clear with an
advance directive would help to prevent guilt in my
family.

9. Making my end of life treatment wishes clear with an
advance directive would have no impact on my family.
10. Having an advance directive would prevent costly
medical expenses for my family.

11. Having an advance directive would make sure that
my family knows my treatment wishes.

12. My family wants me to have an advance directive.

13. Having an advance directive would make sure that |
get the treatment at the end of my life that | do want.
14. | trust one of my family or friends to make treatment
decisions for me if | cannot make them myself.

15. It is better to make an advance directive when you
are healthy.
16. 1 am not sick enough to have an advance directive.

B.$(C&0,1&D,3&0: VBE&E, 184308 3#+13(&+.'%&D, 348+, &+ #&" *C&5,/&" *$+#) &(HSI&IH 6+ (&,384$"&'+
+ &+ HEIHYHSI* #3Y& 1% (28+ H&' (" 1)#) &Y EHIBHYRINBIHA" BHA
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Appendix D: ADAS Approval

=
@
JOHNS HOPKINS

SCHOOL ¢f NURSING

|Researchername |

Daemen College
Ambherst, NY

June 19, 2016

Dear| Researcher name |

I am attaching a Microsoft Word document that contains both the subscales and the actual survey of
patient attitudes towards advance Directives. You have my permission to use this instrument. There is
no charge but I would appreciate it if you would cite the Nursing Outlook article where the survey was
first described when you present or publish work in which the instrument was used. In the subscale list,
the words “reverse score” next to some of the items indicates that the score for the item should be
reversed (a response of 4 is scored as 1, a response of 3 is scored as 2, etc) when scored on a 4-point scale
from strongly disagree to strongly agree.

Best wishes for a successful study.

Sincerely yours,

”7 avg /. N ALan

Marie T. Nolan, PhD, RN
Professor and Executive Vice Dean

Nolan, M. T., & Bruder, M. (1997). Patients’ attitudes towards advance directives and end of life
treatment decisions. Nursing Outlook, 45, 204-208.

Office of Academic Affairs
525 North Wolfe Street Suite 113 Bsltimore, MD 21205 410-814-4081 Fax 410-055-74632 www.nursing.jhu.edu
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