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CONCISE SUMMARY

The purpose of this study is to demonstrate the impact of a multicomponent implementation strategy on the adoption of the outpatient hypertension (O-HTN) bundle in settings that reach patients at greatest risk for maternal morbidity and mortality. The study will collect data in 20 outpatient clinics over a period of 4 years and 6 months. Clinic personnel are asked to volunteer as part of an Implementation Team, a Care Team, and/or as Medical Support Personnel for the study. Participation in this study will involve blood pressure technique observations, simulations with patient actors, implementation of the O-HTN bundle, and coordination of patient medical record audits. 
The only foreseeable risks that are associated with this clinical trial for clinic providers/staff are the risk of loss of confidentiality and the risk of emotional distress from being observed. Potential benefits of the study include increased patient knowledge of hypertension during pregnancy, improvements in clinic workflows and processes for implementing the O-HTN bundle, experience regarding effective implementation strategies for transferring evidence-based interventions from the inpatient prenatal care setting to the outpatient prenatal care setting, and ultimately the reduction of disparities in HTN-related morbidity and mortality.   

If you are interested in learning more about this study, please continue to read below.

What are some general things you should know about research studies?
You are being asked to take part in a research study.  To join the study is voluntary.
[bookmark: _Int_tED41vE4]You may choose not to participate, or you may withdraw your consent to be in the study, for any reason, without penalty.
 
Research studies are designed to obtain new knowledge. This new information may help people in the future.   You may not receive any direct benefit from being in the research study. There also may be risks to being in research studies. Deciding not to be in the study or leaving the study before it is done will not affect your relationship with the researcher, your health care provider, the University of North Carolina-Chapel Hill, or your employer.
 
Details about this study are discussed below.  It is important that you understand this information so that you can make an informed choice about being in this research study. 
 
You will be given a copy of this consent form.  You should ask the researchers named above, or staff members who may assist them, any questions you have about this study at any time.
 
What is the purpose of this study?
Acute onset of severe hypertension during pregnancy and postpartum is considered a medical emergency.  If treatment is delayed or inadequate, it can lead to stroke and other serious medical complications including maternal death. Timely treatment of severe hypertension is associated with a reduction in severe maternal morbidity in the hospital setting, but there is an absence of studies that examine implementation of severe hypertension protocols in the outpatient setting. The study will implement the AIM (Alliance for Innovation on Maternal Health) O-HTN bundle which includes: (1) Readiness to ensure that clinics have protocols, processes and needed resources in place to diagnose, monitor and treat severe preeclampsia; (2) Recognition and Prevention to ensure that clinical staff, birthing individuals, and families have the information they need to recognize early warning signs; (3) Response to ensure that clinics apply timely and appropriate treatment with escalation to a higher level of care when needed; (4) Reporting/Systems Learning to establish a culture of improvement; and (5) Respectful Care to ensure that principles of patient-centered, equitable care are infused through this work. 
The aims of the study include: 1) demonstrate the impact of the ACHIEVE implementation strategy on fidelity to selected elements (blood pressure technique and patient education) of the O-HTN bundle and 2) demonstrate the impact of the ACHIEVE implementation strategy on fidelity to selected elements (recognition and response to simulated and actual episodes of severe HTN) of the O-HTN bundle.
You are being asked to participate in the study because you are employed by a clinic that is participating in the study. 
Are there any reasons you should not be in this study?
You should not be in this study if you do not wish to be. Additionally, you will not be able to participate as part of the clinic’s Care Team for this study if you do not work at least 16 hours per week at a participating clinic, and you will not be able to participate as a Provider within the clinic’s Care Team for this study if you are a Medical Resident.

How many people will take part in this study?
 Approximately 480 clinic personnel at multiple institutions will take part in this study.
 
 
How long will your part in this study last?
Each clinic will be asked to participate for the study’s duration of 4 years and 6 months. Baseline data collection, simulations and education of clinical staff will be on various timelines depending on which cohort (n=3) the clinic is assigned to.  You, individually, will be asked to participate for the below lengths of time depending on your role so long as you maintain employment at the participating clinic:
· Clinic Implementation Team participants: Up to 12 months
· Provider-led Care Team: Up to 1 year and 3 months
· Medical Support Personnel: Up to 3 years and 9 months

What will happen if you take part in the study?
For participants in the study, study procedures will depend on your role in the clinic. Please note that your role in the clinic may allow you to participate in more than one study participant group. If you have questions about which of the below procedures you will be asked to complete, please ask the research team, such as the researchers listed on the first page of this form.

Study procedures include: 
· Implementation: Each clinic will identify an Implementation Team involving clinic staff in a variety of roles (physician, midwife, nurse practitioner, nurse, medical assistant etc.)  that will participate in training and monthly facilitation.
· Blood pressure technique observations: All participating Medical Support Staff will demonstrate their technique for measuring blood pressure for pregnant patients utilizing a patient actor. Observations will be scheduled at baseline, 3 months, and 6 months (at the start of active implementation), and up to every six months through the sustainment phase.    
· Simulations: Care Teams comprised of at minimum a provider, their assigned nurse, and their assigned Medical Support Staff will demonstrate (as a group with a patient actor) how they would assess and respond to an episode of severe hypertension.  The staff will participate in simulations at three timepoints: the beginning, middle, and immediately following the last month of the active implementation phase.
What are the possible benefits from being in this study?
Research is designed to benefit society by gaining new knowledge. There is little chance you will benefit directly from being in this research study. However, the patients whom you care for may benefit. Organizational benefits for the clinic include increased patient knowledge of hypertension during pregnancy, improvements in clinic workflows and processes for implementing the O-HTN bundle, experience regarding effective implementation strategies for transferring evidence-based interventions from the inpatient prenatal care setting to the outpatient prenatal care setting, and ultimately the reduction of disparities in HTN-related morbidity and mortality. Additionally, clinics will potentially be recognized in public-facing media regarding the ACHIEVE study and their participation in this collaborative.
What are the possible risks or discomforts involved from being in this study?
You may experience discomfort in being observed while measuring blood pressure and participating in simulations.  The research team has sought to minimize the risk of discomfort by providing clear and concise information related to the purpose of both blood pressure observation and simulations.  Additionally, the study team strives to create a supportive learning environment, where individuals participating feel comfortable discussing successes and challenges in addressing severe hypertensive episodes that may occur in their clinics.
Furthermore, there is a risk of loss of confidentiality. To minimize this risk, any paper records with identifying information will be stored in a locked, secure room, and any electronic records with identifying information will be stored on a secure server with access limited to the research team and UNC regulatory personnel. All data will be de-identified and aggregated for analysis and publication.
Apart from these discomforts, there may be uncommon or previously unknown risks. You should report any problems or concerns to the research team. 

What if we learn about new findings or information during the study?
You will be given any new information gained during the course of the study that might affect your willingness to continue your participation.

Will I receive any other clinical results? 
The Nurse Coordinator on the research team will discuss with clinical sites any other relevant results specific to each clinic.
How will information about you be protected?
Participant confidentiality and privacy is strictly held in trust by the participating investigators, their staff, the safety and oversight monitor(s), and the sponsor(s) and funding agency. This confidentiality is extended to the data being collected as part of this study. Data that could be used to identify a specific study participant will be held in strict confidence within the research team. No personally identifiable information from the study will be released to any unauthorized third party without prior written approval of the sponsor/funding agency. 
Measures Taken to Ensure Confidentiality of Data Shared per the NIH Data Sharing Policies 
It is NIH policy that the results and accomplishments of the activities that it funds should be made available to the public (see https://grants.nih.gov/policy/sharing.htm). The PI will ensure all mechanisms used to share data will include proper plans and safeguards for the protection of privacy, confidentiality, and security for data dissemination and reuse (e.g., all data will be thoroughly de-identified and will not be traceable to a specific study participant). Plans for archiving and long-term preservation of the data will be implemented, as appropriate.
Participants will not be identified in any report or publication about this study.  We may use de-identified data and/or specimens from this study in future research without additional consent.
Although every effort will be made to keep research records private, there may be times when federal or state law requires the disclosure of such records, including personal information.  This is very unlikely, but if disclosure is ever required, UNC-Chapel Hill will take steps allowable by law to protect the privacy of personal information.  In some cases, your information in this research study could be reviewed by representatives of the University, research sponsors, or government agencies (for example, the FDA) for purposes such as quality control or safety.

What is a Certificate of Confidentiality?
This research is covered by a Certificate of Confidentiality. With this Certificate, the researchers may not disclose or use information, documents or biospecimens that may identify you in any federal, state, or local civil, criminal, administrative, legislative, or other proceedings in the United States, for example, if there is a court subpoena, unless you have consented for this use.
 
The Certificate cannot be used to refuse a request for information from personnel of a federal or state agency that is sponsoring the study for auditing or evaluation purposes or for information that must be disclosed in order to meet the requirements of the federal Food and Drug Administration (FDA).
 
The Certificate of Confidentiality will not be used to prevent disclosure as required by federal, state, or local law, such as mandatory reporting requirements for child abuse or neglect, disabled adult abuse or neglect, communicable diseases, injuries caused by suspected criminal violence, cancer diagnosis or benign brain or central nervous system tumors or other mandatory reporting requirement under applicable law. The Certificate of Confidentiality will not be used if disclosure is for other scientific research, as allowed by federal regulations protecting research subjects or for any purpose you have consented to in this informed consent document.
 
You should understand that a Certificate of Confidentiality does not prevent you from voluntarily releasing information about yourself or your involvement in this research. If an insurer, employer, or other person obtains your written consent to receive research information, then the researchers may not use the Certificate to withhold that information.
What will happen if you are injured by this research?
All research involves a chance that something bad might happen to you.  If you are hurt, become sick, or develop a reaction from something that was done as part of this study, the researcher will help you get medical care, but the University of North Carolina at Chapel Hill has not set aside funds to pay you for any such injuries, illnesses or reactions, or for the related medical care.  Any costs for medical expenses will be billed to you or your insurance company.  You may be responsible for any co-payments and your insurance may not cover the costs of study-related injuries.
If you think you have been injured from taking part in this study, call the Principal Investigator at the phone number provided on this consent form.  They will let you know what you should do. 
By signing this form, you do not give up your right to seek payment or other rights if you are harmed as a result of being in this study.
What if you want to stop before your part in the study is complete?
Participants are free to withdraw from the study at any time upon request. Clinic staff who cease to be employed by participating clinics will be discontinued from the study. The reason for participant withdrawal or discontinuation will be recorded on our participant enrollment log.  Some clinic employee turnover is expected to occur during the five-year study.  Therefore, new providers and staff with a similar role will be invited as replacement participants in ACHIEVE.  

For clinic discontinuation, we will measure the level of participation in the intervention through team member attendance at required meetings, trainings, and simulations.  If average participation drops below 80% over 3 months, we will engage in intensive outreach efforts and discuss commitment to the study with clinic leadership.  If sub-par attendance occurs over the subsequent 3 months, we will disenroll the clinic.  Clinics are free to withdraw from the study at any time but would not be replaced as baseline data would not be available for comparison purposes. 

If you withdraw or are withdrawn from this study all data collected up until the point of withdrawal will be retained, however no additional information will be collected unless you provide additional written permission for further data collection at the time of your withdrawal. 
Will you receive anything for being in this study?
 
Participation incentives will be provided at the clinic level, not the individual level.  Funds will be distributed in increments across the duration of the study.  The largest amount will be provided during the Active Implementation Phase when the greatest time commitment is required from clinic personnel.  Compensation was calculated using an activity-based budgeting process in which we estimated the amount of time required for studies activities per provider and staff person.  We multiplied the amount of time by an average hourly salary, which was based on the market rate for each type of employee.  

Will it cost you anything to be in this study?
It will not cost you anything to be in this study.

Who is sponsoring this study?

This research is funded by National Institute of Health and National Heart, Lung and Blood Institute funded Maternal Health Community Implementation Projects.  This means that the research team is being paid by the sponsor for doing the study.  The researchers do not, however, have a direct financial interest with the sponsor or in the final results of the study.
 
What if you have questions about this study?

You have the right to ask, and have answered, any questions you may have about this research. If you have questions about the study (including payments), complaints, concerns, or if a research-related injury occurs, you should contact the researchers listed on the first page of this form.

A description of this clinical trial will be available on www.clinicaltrials.gov, as required by U.S. Law. This website will not include information that can identify you. At most, the website will include a summary of the results. You can search this website at any time.

What if you have questions about your rights as a research participant?
All research on human volunteers is reviewed by a committee that works to protect your rights and welfare.  If you have questions or concerns about your rights as a research subject, or if you would like to obtain information or offer input, you may contact the Institutional Review Board at 919-966-3113 or by email to IRB_subjects@unc.edu.
Participant’s Agreement:
 
I have read the information provided above.  I have asked all the questions I have at this time.  I voluntarily agree to participate in this research study.

______________________________________________________
 Signature of Research Participant
 ____________________
 Date
 ______________________________________________________
 Printed Name of Research Participant 

______________________________________________________
 Signature of Research Team Member Obtaining Consent
 ____________________
 Date
 ______________________________________________________
 Printed Name of Research Team Member Obtaining Consent  

______________________________________________________
 Signature of Witness if applicable (e.g. literacy issues,
 visually impaired, physically unable to sign, witness/interpreter for
 non-English speaking participants using the short form)
 

____________________
 Date
 ______________________________________________________
 Printed Name of Witness
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