DNP IRB Prescreening Supplement Form
During the first week of the course, you will complete and submit your DNP IRB Prescreening Supplement Form. View the following DNP IRB Prescreening Supplement Form video to help guide you through completing this form appropriately for IRB prescreening submission.
DNP IRB Prescreening Supplement Form (8:08)


Hide transcript
Olivia, as a student in NR705. During her review of the course, she notes that one of the assignments is completing the IRB documents in readiness for IRB prescreening submission. She is scheduled to talk with your course faculty, Dr. Williams, and wants to clarify how to complete the DNP IRB Prescreening Supplement Form. Olivia: Hi, Dr. Williams. Thank you for scheduling this call today. Dr. Williams: You're very welcome, Olivia. What questions do you have today? Olivia: Can you walk me through the DNP IRB Prescreening Supplement Form? I want to complete this accurately so I do not have any issues but the IRB prescreening determination review. Dr. Williams: Our goal is to be sure you provide the IRB with essential information about your DNP practice change project. Remember, you are required to attach your completed Johns Hopkins Individual Evidence Summary Tool when you submit your DNP IRB Prescreening Supplement Form to your course faculty. This tool provides your course faculty with the required evidence to support your evidence-based intervention. Olivia: Thank you for this reminder, Dr. Williams. I can send this to my course faculty with a completed DNP IRB Prescreening Supplement Form. Dr. Williams: Wow, Olivia, it sounds like you've been doing a lot of work and have what you need to continue completing this form. Olivia: Thank you, Dr. Williams, I have been working hard for sure, but Section III seems a little more involved. From what I understand, I should copy and paste my intervention from the DNP Practicum Readiness Form into this box and then further define my implementation plan week by week. Is this correct? Dr. Williams: Yes, that is correct. Be sure to review the implementation plan for any changes you may have made in NR702 and updates you may have made based on recommendations from your preceptor and practicum site. I would suggest you write your implementation like this: Week 1: Educate participants about informed consent; administer the survey (or data collection pre-intervention. If not administering a survey). Weeks 2-9: The project leader will be available and present to work with participants 2-3 times weekly. During this time, the formative evaluation will take place with feedback to participants that will include staff meetings, daily huddles, or 1-on-1 interviews with participants to provide additional real-time education as needed. This is part of your projects compliance requirement and helps you as the project leader to be on top of the project direction. Week 10: Wrap up the project; administer a post-intervention survey (or collect post-intervention data if not administering a survey); and thank participants for being part of your DNP practice change project for you. Olivia: I'm so glad you were walking me through this form because this is useful information. What happens if I miss something or need to add something to this section? Dr. Williams: Your course faculty will complete a thorough review before submission to the IRB for prescreening determination. If anything is missing or needs to be revised, your course faculty will let you know. Please be sure to make any needed revisions quickly and return the revised document to your course faculty promptly. Olivia: Thank you, Dr. Williams. I will make my revisions promptly and from this document back to my course faculty member promptly. My goal to provide a complete and accurate document for IRB review. What about the next section of the form? Dr. Williams: On page 4, you will need to identify the types of resources you will need for the implementation phase, and you will need to complete a plan for the educational offering. This education plan is what you plan to teach the nurses, staff, patients, or participants. Be sure you develop your objectives and learner style. For example, suppose you want the participants to identify why your project is important. In that case, you will create an objective like this: Participants will identify three reasons why the evidence-based intervention is important for patient outcomes. Content will reflect what you plan to teach. Methods will be how you plan to teach the content, such as lecture, PowerPoint, simulation, demonstration and return demonstration, or role-play. Finally, in the evaluation box, you will identify observational formative evaluation by being present on the unit, monitoring compliance, and providing real-time education as needed to assure compliance with the project requirements. Olivia: I am so glad we took the time today to review this form. While much of that history forward, your guidance is giving me useful information to complete this document thoroughly. Dr. Williams: I am glad you're finding our review of this form valuable. For Section V, you can copy and paste this information directly from your DNP Practicum Readiness Form. Here is where you will place your data collection plan and how you intend to measure the outcome of your DNP practice change project. Some points about this section are important. Be sure the outcome statement is taken directly from your practice question. Also, you will want to identify process compliance as a secondary outcome. Process compliance is where you observe and provide formative evaluation. Your primary outcome data collection should reflect pre- and post- intervention data collection. This is through whatever data collection tool you're using or from a retrospective chart audit. Be concise in this field as there is no need for excessive information. Olivia: I have this information already done in my DNP practicum readiness form. It is great that I do not have to redo this information. Dr. Williams: This is true of Olivia, but it is always good to be sure the information you include here is accurate and reflects your current data collection and analysis plan. Olivia: I see the form is asking for my data analysis plan. Is this where I place my specific data tests that I discussed with my statistician? Dr. Williams: Yes, Olivia, this is where you would place your statistical tests. Remember– working with a statistician is not mandatory, but it will help if you have a little statistical experience. Olivia: For the next few pages, it seems like I'm just answering questions about the confidentiality of the data I have collected and how I plan to use the data for reporting. Is this correct? Dr. Williams: Yes. Be sure to answer the questions thoroughly but concisely. Remember, be brief in your responses. There's no need to be verbose here. The IRB wants to know how you plan to use the data, how you plan to report the data, and how you plan to maintain the data. It is important to identify that you will maintain the data from your project for a period of seven years. After that, it is destroyed, Olivia: Oh seven years and then destroyed? Ok, Got it! This is helpful information, Dr. Williams. Dr. Williams: We're almost finished, Olivia. The next section is the actual prescreening questions for your project. In Step 1, you're letting the IRB know your project is not original research. You should answer each of these questions with a no response. If you think the answer should be yes, please review this with your course faculty. DNP projects are not original research. If you answer yes to any of these questions, your project might be considered original research. Olivia: I know my project is an evidence-based practice change or quality improvement project, so I want to be sure to answer these questions with a no response or reach out to my course faculty if a response to the question might be yes. Great information! Dr. Williams: In Step 2, the IRB is assessing if you're working with human subjects. Of course, the answer to both questions is generally yes, because your project is focused on working with patients, staff, nurses, etc. If you believe an answer should be no, be sure to reach out to your course faculty and review this response with them. Olivia: It looks like step 3 is simple as I will identify if I'm working with vulnerable populations or if my population includes Chamberlain students or faculty. Dr. Williams: The last section is for you to provide your practice question and PICOT format. While this is provided at the beginning of the DNP IRB Prescreening Supplement Form, it is also needed here. Please be sure both practice questions match and are in PICOT format. Olivia: What is Section VII? Dr. Williams: Section VII is for your course faculty member to complete after you have finished your DNP practice change project. This information lets the IRB know your project is completed. Olivia: You have provided me with some useful information on completing the DNP IRB pre-screening supplement form. Dr. Williams. Thank you. Dr. Williams: You're very welcome. Remember, if you have any additional questions, please reach out to your course faculty member as they can provide excellent guidance and completing this form. Good luck with your IRB prescreening, Olivia. Olivia: Thank you so much, Dr. Williams. This has been a great call today. Goodbye. Dr. Williams: You are welcome, Olivia. Goodbye.



Watch the following video on informed consent, IRB determination, and project implementation.
Informed Consent, IRB Determination, and Project Implementation (6:07)


Hide transcript
Olivia: Hello, Dr. Williams. Thank you for agreeing to meet with me today. I have some questions about the informed consent, IRB determination, and the eventual implementation of my project. I'm going to be using a survey in my project, can you explain the informed consent to me? Dr. Williams: Sure. The informed consent form is a document to explain your project and the participant's expectations. It should be written in plain language— easily understandable. This is what the document looks like. You want to address the sentences to the participant. You want to describe what is to be expected the participant during the entire time of your project and how much time will be dedicated to each activity their participant is expected to do, like completing the survey, any educational offerings, phone calls, etc. When completing the document, be thorough and double-check your document formatting, spelling, grammar, and punctuation. You want the Informed Consent Form to look professional and free from errors. Olivia: This is helpful information. When the form asks about time involvement for the project, what should I say? Dr. Williams: Describe the amount of time the participant needs to devote to the project. Break this down by activity. For example, in Week 1 the participant may need to spend 5-10 minutes reviewing and signing the Informed Consent Form, 15-20 minutes completing a pen and paper survey, and possibly 30 minutes with the project leader completing the initial education. Week to week, the participant will want to set aside 30-45 minutes each week for a follow-up with you as you assess how the participant is doing, Olivia: This makes perfect sense. I am providing specific information to my participants so that they know what to expect! Yes, Olivia. Remember, some of your participants may have never been involved in a practice change or quality improvement projects. so letting them know what to expect helps to reduce anxiety and provide participants with helpful information. Olivia: So, as I answer each of the questions in the Informed Consent document, I need to remember these things: Write so the average person can understand what I am saying. Provide useful information that includes my contact information, what my project is about, and the time investment the participant can expect to make during the project. Provide information so the participant can decide if they want to be part of the project. Dr. Williams: Yes, you've got it! Also, remember— this document should look professionally developed. This means you should pay attention to page format, spacing of the questions, and font type and size, maintaining the consistent format throughout the document. Olivia: What happens if I do not know what to write for a specific question? Dr. Williams: If you get to a point where you do not know what to write for a specific question, reach out to your course faculty. Course faculty are experts in project management and informed consent. They can help you. Olivia: That is a relief. Thank you for letting me know this. What happens once I have submitted all of my documents in week 2 to Canvas. Dr. Williams: Once you've submitted all of your documents, which can be done at anytime from Week 1 to the end of Week 2, your course faculty will go through the documents to make sure you have submitted all the appropriate requirements. They will then review your DNP IRB Prescreening Supplement Form in detail and may require that you make edits to the form. It is important to make the edits quickly and return the documents to your course faculty as soon as possible to keep the process going. Once you've made the edits and the form has been approved, the faculty will send the forms for prescreening determination. But remember, this process may take several edits, so be patient and persistent and get back to your course faculty quickly. Olivia: I understand, and it makes sense that I make the edits quickly to keep the process moving. Once my documents are sent for prescreening, how long before I get IRB determination, and then what happens next? Dr. Williams: Usually, IRB prescreening determination will take 24 to 48 hours, unless the reviewer has questions that need to be clarified, in which case, the process may take longer. Once you have the prescreening determination, you will receive an email with your signed IRB documents. (this will include your DMP IRB Prescreening Supplement Form and the Informed Consent Form required) from the course leader addressed to you and your course faculty. A few days later, you will also receive an official email from the IRB with the official IRB letter stating that your project was not determined to be human subjects research and does not require a full IRB application. Olivia: This is very exciting. I had been working on my project for so long, it will be nice to receive this prescreening determination. I'm going to work hard to reach this milestone. Once I have prescreening determination from the Chamberlain IRB, can I start the project implementation? Dr. Williams: This is an excellent question, Olivia. If your practicum site requires an IRB review of your project, you will need to submit evidence that this review has been completed. Of course, some practicum sites do not require an IRB review. If your practicum site does not require an IRB review, be sure to provide your course faculty with an email or letter from a decisionmaker at the site to this effect. Once all the required documents are in order, meet with your course faculty member to plan when you should begin the implementation of your project. Olivia: Does this mean I can start implementation in NR705? Dr. Williams: Yes, absolutely. In some cases, project timelines are 12-14 weeks, so it will be very important to plan your implementation dates to forecast project completion. Be sure to review this information with your course faculty to have an accurate plan for your project implementation timeline. But remember– the time to spend to implementing and in our 705 is considered extra time as you will need to implement your project for a full 8 weeks in NR707. Olivia: I learned it is required to have an organized plan for implementation and to review this plan with my course faculty. I also now understand that anytime spent implementing NR705 is considered extra time because I need to implement for a full 8 weeks in NR707. This is helpful information, Dr. Williams. If you have additional questions, reach out to your course faculty. Olivia: I will most definitely do that, Dr. Williams, and thank you for all your help today. Goodbye. Dr. Williams: Goodbye, Olivia.

