



           
NURS 5001 Mock IRB Template

SECTION A: CONTACT INFORMATION AND AGREEMENT


	1. Investigators:
	2. Date Submitted to IRB

	Eric Beaulieu, Christina Perkins, Angel Hobbs, and Candy Bush	3/23/2020
	3. Title of Research Project
	
	

	Sexual functioning in men ages 45-65 diagnosed with prostate cancer.	Contact Number	 555-555-5555

	
	



NOTE:
 The HSRR/IRB Committee reserves the right to terminate this study at any time if, in its opinion, 
  (1) the risks of further experimentation are prohibitive, or
  (2) the above agreement is breached.
 

SECTION B: PURPOSE OF PROPOSED RESEARCH      (Author:   Christina Perkins )
Study Overview: Give an overview of your project. Each of the following MUST BE addressed within this section (leave no question blank). Enter your response below each question, using as much space as needed.

1. What background data or studies suggest this project is important, interesting, and worth completing with human subjects? Brief overview – state the research gap identified in the Review of Literature.
According to Donovan et al. (2018), prostate cancer is the most common cancer in the United States. While most research agrees that the gold standard for prostate cancer is a radical prostatectomy, it is crucial to realize many new treatments are being researched. Carrie et.al (2019), found the use of androgen deprivation therapy (ADT) plus radiotherapy useful in treating men with advanced stages of prostate cancer. “Some have suggested, however, that men treated with RP do not adjust psychologically and that may be related to sexual functioning and/or actually increase over time” (Donovan et al., 2018).  Sexual function and urinary incontinence are primary concerns for men who receive treatment for prostate cancer. Androgen deprivation participants reported worsening sexual function and a decrease in arousal over time (Donovan et al., 2018). Donovan et al.  (2017), suggest research gaps on quality of life exist and should be investigated using large sample sizes. Roberts et al. (2011), suggests older men with low risk disease continue to receive prostate cancer active therapy. The gaps identified in previous research studies consist of sample size and age of participants.



1. What is your research question, purpose and/or aim in conducting this research? 

In adult males with prostate cancer, how does androgen deprivation therapy treatment compare to a radical prostatectomy treatment affect the sexual health within five years. The Nurse Practitioner will utilize the information to further educate patients to make an informed decision about the treatment options.

1. Describe the theoretical framework selected for your study and explain how the theory will be incorporated into the study design.
According to Taylor-Piliae (1999), the IOWA Model is an outgrowth of the quality assurance model. “The Iowa Model includes triggers, either problem-or knowledge-focused, which serve as catalysts for nurses to search and evaluate the existing scientific evidence” (Taylor-Piliae, 1999, p. 359). The theoretical framework selected is the IOWA Model. The IOWA model is a method that will assist in identifying issues in research solutions and help implement changes for patients using therapy and have expressed concerns with sexual dysfunction.

1. Include information regarding where and when the research will be conducted, what research instruments or equipment will be used, etc. 

The research will be conducted after initial Urology and Oncology referrals for patients who have volunteered to participate in this study. Nurse educators in either office will briefly discuss the clinical trial with the patient and give them a pamphlet with the research centers phone number. If the patient’s wishes to participate in the study they will be informed to f=call the research center. Personal emails will be obtained during initial phone consult. Surveys will be sent to willing participant after verbal consent is obtained. Surveys used will be the short form – 36 health survey, the Beck Depression Inventory and the Beck Anxiety Inventory. These surveys will be scored by the international index of erectile dysfunctional scoring system. 

1. What will participants be asked to do? What are the anticipated outcomes?
 
While the patient is in the Urology or Oncology office the nurse educator will give the patient a pamphlet regarding this clinical trial with general information and a contact number. Once the patient contacts the research department the inclusion/ exclusion process begins. Viable participants will be emailed a website with a short tutorial of the study along with consent forms that will be mailed back to the research center. The participants will be required to complete 8 survey packets over the next five years. The anticipated outcomes are 85% of participants completing the entire clinical trial.

 

1. Please provide an estimated timeline for your research study. If the study has more than one phase, please clearly map out the different phases (illustrations or diagrams may be included).

Each phase the participant will complete the short form 36- health survey, the Beck depression inventory, and the Beck anxiety inventory, scored using the international index of erectile dysfunction.


· Phase 1    Pre-treatment (newly diagnosed)
· Phase 2    During treatment
· Phase 3    Immediate Post-treatment
· Phase 4    Three mo. Post treatment
· Phase 5    Six mo. Post treatment
· Phase 6    One-year Post treatment
· Phase 7    Three-year post treatment
· Phase 8   Five-year post treatment
                   

SECTION C: RESEARCH PROCEDURES AND METHODS (Author:   Candy Bush )
Procedural Overview:  Give an overview of your procedures and methods for this research project. Each of the following MUST BE addressed (leave no question blank). Enter your response below each question, using as much space as needed.

1. Please describe the specific research design (quantitative, qualitative – include additional specifics such as descriptive, correlational, phenomenological, etc) and describe why this method is appropriate for your research question. 

This is a dual study using quantitative and qualitative descriptive statistical study, using phenomenology with convenience sampling. Local newly diagnosed. Different treatment options. After identifying multiple gaps in recent studies on this subject we are attempting to eliminate most of these gaps with larger sample size, well defined age parameters, within a local geographical area so an accurate medical history and care is obtained. Convenient location is used to ensure effective communication. 


1. Clearly demonstrate how the data gathered will address the proposed question. (see Chapter 13 in Polit and Beck).
The data gathered will address the proposed question through utilization of inferential statistics. The survey will use a Likert type scale using attitudes toward sexual function and depression. A higher score will be agreeing with thus said statement and a lower score will be disagreeing with this statement. A person’s individual score will be computed by adding together all individual items on the survey to give the summated rating scale score. The summation feature of this scale makes it easier to find differences among people with different points of view (Polit & Beck, 2017).	

1. What data collection tools will be used (survey, interviews, focus groups, physiological measurements, response time,  etc.)? How will you ensure reliability/internal consistency/retest reliability of the tools? (see  p. 308 in Polit and Beck).

Data collection tool to be used is:
· Surveys

The research group will ensure reliability and consistency by through observer training. “For internal consistency replication involves people’s responses to multiple items. A scales test-retest reliability coefficient should not be expected to be the same or even similar” (Polit & Beck, 2017, p. 307-308). The validity of the study will be confirmed using exact research data collected from the participants and analyzed using the summated rating score.


1. How will the data be analyzed?

 Data will be analyzed using the paired t-test. This method was chosen because we are comparing the mean of sexual function and depression in regards to androgen deprivation therapy compared to a radical prostatectomy. To further analyze data the Wilcoxon signed-ranked test involves to calculate the ranking of the absolute difference between the paired scores (Polit & Beck, 2017). 


SECTION D: HUMAN RISK AND MINIMIZATION OF RISKS (   Author: Eric Beaulieu  )
Participant Recruitment: Please provide the demographics of the recruitment population(s). Describe the participants in terms that are most pertinent to the proposal. The IRB Committee members must understand how working with the target population(s) will address the research objectives, what measures are appropriate to minimize their risk, and how these measures will be implemented throughout the research study.

Please fill in the following information below. If you are working with more than one distinct population, information will need to be provided for each group.  

1. Estimated demographic information of participants and number of participants (age, gender, etc.) if this were a real study.

The participants will be male and between the ages of 45-65. The participants will have limited comorbidities along with being recently diagnosed with prostate cancer. 

2. How was the number of participants required for the study determined? 

The use of a larger sample size will allow the researcher to have a better understanding of which therapy effects sexual health. Two hundred and fifty participants were identified using a convenience sampling that filtered participants using strict inclusion and exclusion criteria from newly diagnosed prostate cancer patients. The goal is to have 200 participants to finish the study, due to the geographical area we are using for sampling. If we estimate 85% of participants will finish the study, we will have a total of 212 participants completing the clinical trial.


3. Describe how participants will be identified, selected, and recruited to participate in the study. 

The participants were determined using inclusion and exclusion criteria. Identifiable criteria consist of treatments with ADT or radical prostatectomy and willingness to participate. Also, the participant must live within one hundred miles of participating clinics. Recruitment will be based on willingness to participate in the study. 

4. Are there any exclusion criteria? If so, why are the exclusions needed? 

Exclusion criteria consist of participants who are not sexually active over the age of 65 within 5 years. Age must be within the limit of 45-65. Participants cannot have multiple co-morbities. Patients must be legally and physically able to sign the informed consent. Patient cannot be of a vulnerable population or have a low mental functioning capacity. Denies history of previous cancer or have under gone previous treatment for prostate cancer. Exclusions are needed because the resulting sample could be a good exemplar of the population in which you are interested. “A studies construct validity is enhanced when there is a good match between the eligibility criteria and the population construct” (Polit & Beck, 2017, p. 250).



5. Is the population as a whole, or are individuals within the recruited population, considered “risk-sensitive”? Risk-sensitive populations are those for whom the probability of harm is likely to be significant because of various life situations: victims of abuse, participants with debilitating health conditions, individuals engaged in illegal or risky behaviors, etc. In these instances, the very act of participating may put these participants in categories of heightened concern.

No, the study does not use participants at high risk for threatening life harm.

6. Is the population as a whole, or are individuals within in the recruited population, considered “vulnerable”? This refers to participants who are unable to or have limited capacity to consent. 

No, strict criteria will be met in recruiting participant. No, participants are considered vulnerable.

7. Will either deception or willful withholding of information be used in the study? 

No, all aspects of the study will be discussed in-depth with the participants including the necessity for follow ups with the surveys.

If the answer to any of the previous three questions was “Yes”, please describe in detail the precautions that will be used to reduce risk, the measures to limit the vulnerability, or the justification for deception. References must be included in this section to demonstrate consistency with current practices in the literature.


Anonymity and Data Collection/Storage: For most human subject research, one major risk to participants relates to the personal nature of the data collected from them. Thus, it is imperative to consider how the data are collected, stored, and reported. If identifying information must be collected, provide justification for this collection. 



8. Are any of the data already collected or considered to be archival data (secondary data, chart review, etc.)

No, new data will be collected from participants in current study. 
 
9. What will you do to protect the confidentiality of your participants? Include details related to the type of information you will gather, and the material forms (paper, audio, electronic, etc.) it will take. 

Encrypted computer files with data processing will be utilized. The researcher will continue to use and enforce HIPPA. All paper documents will be recorded using a computer data collection and analysis except for informed consent, which will be in a locked file. 

10. How will the data and collected materials be stored? Please include information regarding storage during the collection process, the analysis process, and after the research is concluded (long-term). Also, please include the specified time that data will be kept and how it will be destroyed at the conclusion of the study.

All data will be stored in encrypted computer files. Using finger print identification to access files on a need to know basis. The analysis process will be handled by a data collection and analysis program using coding. The informed consents will be stored in a locked file for the duration of the study. All data collected will be analyzed using the computer program for writing a journal article to be published for future researchers to study and review. The article will assist in the future learning of prostate cancer and sexual health. All materials including paper and computer documents used in the research study will be destroyed at the conclusion of the journal article being published.

SECTION E: INFORMED CONSENT DOCUMENT (Author: Angel Hobbs )

Consent is an on-going process that starts when you first inform the participant about the study, and ends when the data collected are destroyed. Federal regulations require that a formal consent process takes place where you provide participants with specific information about the study, usually provided in the consent form. Participants are generally required to sign the consent form, and are allowed to keep of copy of it for their records. In general, the IRB Committee needs to understand how participants will be recruited and consented to participate in the study. (see chapter 7 in Polit and Beck)


1. Who will present the consent information and how will it be presented? (In person, online, in writing, etc.)

Each participant in the study will be required to participate in an online webinar. This informative webinar can be taken at the participant’s convenience. Once the participant has successfully completed the webinar, they will receive a certificate of completion. The certificate of completion and participant signature with a notarized stamp is to be mailed to the research facility. The research centers information will appear on the pamphlets and on the initial consent form. The participants will also be emailed a list of the researcher’s name and phone numbers and will be encouraged to call at any time with a question they may have.

2. How will you document consent? In writing or does participation imply consent? Are your participants able to sign a form and, if not, how will you document consent? Will you use more than one form (if you use more than one version of the consent form, each form needs to have a unique title in order for our staff to keep track of the different forms)? 

The researcher will obtain verbal consent with the initial phone call. Although participation implies consent, the researcher will obtain written consent via webinar and each phase of the study a consent will be signed. If the participant decides to stop participating in the study their information will be destroyed. Yes, all participants will be mentally competent and mentally aware of consent forms. Two forms of paper consent will be used. The first, is the webinar consent form stating the participants successfully completed the webinar and is given written consent to participate in the study. The second consent will be a written and included in each survey packet for the duration of the study.




3. When and where will participants receive the consent form?

Participants will receive consent forms:
· Initial verbal phone call consent
· Webinar consent
· Mail and paper packet including all 8 phases of the research study

4. Will you pay participants? 

N/A

“Payment” is considered to be compensation for participation in the study and is introduced during recruitment of participants. If “Yes”, how will this be conducted to prevent payment from negatively affecting informed consent? If “No”, please type “N/A” and move to next question.

5. If participants are unable to consent because they are members of vulnerable populations (minors, prisoners, participants with diminished mental capacity, etc.), what provisions are in place to obtain consent from a parent or surrogate? What provisions are in place to obtain assent? 

This current study is not accepting participants of vulnerable populations therefore, no special provisions are in place to obtain consent.

Benefits: Benefits are those tangible and intangible times that offset risks to the participants, though not every study will have direct benefits for the participants. Please address the following questions related to potential benefits for participants.

6. Will there be any benefits to the participants in your study? 

N/A
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