Ashley Jeanlus
Scott Bauer
Protocol Critique- No

Black Perspectives on Telehealth Services Regarding Medication Abortion
Abstract 
New strategies are needed to help Black women overcome barriers to abortion and achieve greater reproductive autonomy. Telemedicine models for medication abortion care have the potential to greatly expand access to abortion in the United States, particularly for those facing stigma, distance and cost barriers. Participants will use a private and secure online or app-based platform, complete a medical history form, receive information about risks and benefits of study participation, consult with a clinician via video-chat, and opt-in for any orders for tests if desired. Then they will pick-up a study package which will include: instructions, abortion pills, and pain/nausea medications. This study has 3 objectives: 1) to test the online, app-based platform, 2) to explore participant reasons for choosing telemedicine, and 3) to test safety and efficacy of the CHAT telemedicine model.  This project will serve women in California who want to avoid in-clinic tests and streamline the process of obtaining an abortion. The proposed study aims to generate evidence to make medication abortion care easier to access, demedicalize provision of medication abortion, and support direct-to-patient telemedicine models of abortion care. 

Research Question
Are telehealth medical abortions associated with similar accessibility, efficacy, and safety as traditional in-clinic abortions for Black Identified pregnant patients?

Specific Aims
1) To document the accessibility of a telehealth model for medication abortion for Black-identified pregnant patients.
2) To understand the experience with a telehealth model for medication abortion for Black-identified pregnant patients.

Significance

Currently, little is known about Black women’s attitudes about abortion, or how the historical and social context of race in the United States affects these attitudes. Black women have a disproportionately high rates of abortion compared to other racial groups, particularly White women. Black women have 3 times the rate of abortion when compared to White women and are more likely to access abortion care at later gestational ages.[footnoteRef:1] Black women are 3 to 4 times more likely to die from pregnancy [footnoteRef:2] and 2 to 3 times more likely to die from abortion.[footnoteRef:3] Black women are less likely to use long-acting reversible contraception.[footnoteRef:4] Black women are nearly twice as likely to experience “unintended pregnancy,” [footnoteRef:5] which has been assigned a negative outcome in family planning research even though this may not reflect the values of those who experience it. [footnoteRef:6] What this narrative fails to account for are the structures in which Black women live their lives and make decisions, namely institutionalized and personally-mediated racism. Institutionalized racism refers to the structural-level factors that create and perpetuate inequities. [footnoteRef:7] [1:  Jones and Jerman, “Population Group Abortion Rates and Lifetime Incidence of Abortion.”]  [2:  Creanga et al., “Pregnancy-Related Mortality in the United States, 2011–2013.”]  [3:  Zane et al., “Abortion-Related Mortality in the United States: 1998-2010.”]  [4:  Jackson et al., “Racial and Ethnic Differences in Women’s Preferences for Features of Contraceptive Methods.”]  [5:  Finer and Zolna, “Declines in Unintended Pregnancy in the United States, 2008–2011.”]  [6:  Potter et al., “Challenging Unintended Pregnancy as an Indicator of Reproductive Autonomy.”]  [7:  “Levels of Racism.”] 


There has been a steady increase in the proportion of abortions that are medication abortions in the U.S., from 17% in 2008, to 23% in 2011 and 39% in 2017.[footnoteRef:8] Medical termination of intrauterine pregnancy, also known as medication abortion, is a safe and effective method for termination of pregnancy and an alternative to surgical abortion (vacuum aspiration).  [8:  Jones, Witwer, and Jerman, “Abortion Incidence and Service Availability in the United States, 2017.”] 

Mifepristone is a progestin antagonist that competitively interacts with progesterone at progesterone-receptor sites. Mifepristone, used together with misoprostol, is the widely accepted standard regimen for medication abortion.  Some evidence suggests that improved access to medication abortion is associated with a reduction in the proportion of abortions performed in the second trimester. [footnoteRef:9] Increasing the proportion of abortions performed in the first trimester is important because early abortion is associated with significantly lower risk of major complications [footnoteRef:10] [9:  Finer and Zolna, “Declines in Unintended Pregnancy in the United States, 2008–2011.”]  [10:  Upadhyay et al., “Incidence of Emergency Department Visits and Complications after Abortion.”] 


METHODS

STUDY DESIGN 

Aims:
3) To document the accessibility of a telehealth model for medication abortion for Black-identified pregnant patients.
4) To understand the experience with a telehealth model for medication abortion for Black-identified pregnant patients.


This will be a Mixed Design Study. There will be an initial descriptive analysis study, followed by a qualitative component for those patients who will be interested in one-on-one interviews. 
We will examine medical chart data on all patients from the telehealth providers to analyze efficacy and safety outcomes for medication abortion. These medical chart data will include medical/pregnancy history and abortion outcome and de-identified apart from date of birth, zip code, and dates of service.

The telehealth providers store all data collected to their secure electronic data capture system. Only certain members of the research team (the P.I., Project Director, and Data analyst) will be given access to these databases to access the telehealth provider’s data and will transfer these directly into our UCSF-secure databases.

Eligibility

Participants will include individuals from three telehealth providers: Abortion on Demand, CHOIX and Hey Jane. They will be patients seeking medication abortion through 56 days gestation (8 weeks), even though the limit on the label is 10 weeks and is often prescribed up to 11 weeks. Participants must be able to access the online secure, HIPAA-compliant telemedicine platform through which all data will be collected. All written communications will be available in English and Spanish. The "target" population will be Black-identified pregnant patients seeking medication abortion via telehealth services.

Inclusion Criteria:
· Patients who identify as Black
· Current patient of a participating telehealth platform for medication abortion (includes ages 13-64 years)
· Able to read and write in English or Spanish
· Willing to participate in enrollment survey, follow-up surveys and possible qualitative interview 

Exclusion Criteria:
· Not a current patient of a participating telehealth platform for medication abortion
· Unable to read or write in English or Spanish
· Unwilling to participate in study surveys
· participants who have contraindications to mifepristone or misoprostol, any risk factors for or signs or symptoms of ectopic pregnancy, unknown date of last menstrual period, or irregular menses.

[bookmark: _Toc68772927]Sample Size

We plan to analyze 3,000 patient medical records in the evaluation of abortion outcomes among all individuals utilizing the telehealth model of abortion care. To detect a difference of 2 percentage points or greater in successful abortion rates (a margin of difference that was deemed clinically significant in a previous study). [footnoteRef:11] We would need a sample of about 1422 abortions based on a published success rate of 95% and 90% power. Adjusting for expected attrition of 30% we will include at least 2,000 records. To enable analyses of subgroup populations, such as by estimated weeks gestation, we have increased the sample to 3,000 patients. [11:  Grossman et al., “Effectiveness and Acceptability of Medical Abortion Provided Through Telemedicine.”] 


We will invite all 3,000 patients to participate in the survey portion, and plan to enroll a minimum of 700 participants to complete the surveys.

[bookmark: _Toc68772928]Statistical Methods

We will conduct the analysis of data in several parts.

1. We will provide a descriptive analysis of feasibility of the model based on the percentage of participants who took the medications as instructed. We will describe sociodemographic, pregnancy history, and abortion characteristics of the sample. This analysis will be done with the clinical chart data on all patients.
2. We will examine time to abortion care, effectiveness, safety and acceptability, relying on quantitative data. These will be measured by
a. Days between initial contact and mifepristone administration, and weeks gestation on the day of mifepristone (both continuous variables),
b. Precentage of patients with a negative urine pregnancy test at 4 weeks (dichotomous variable) and reported pregnancy symptoms (?),
c. Reported adverse events or treatments, either reported by the patient via survey? or documented through clinical records (dichotomous variables for each possible adverse event? Or a count of # of adverse events? Or any versus none?), and
d. Percentage of participants reporting that taking abortion pills through a telehealth model of care was right for them (dichotomous variable).
This analysis will be completed with the clinical chart data from all patients. As a sensitivity analysis we will also conduct the analysis among the subsample for which we have rigorous follow-up data (survey study participants).
3. We will compare demographic characteristics of individuals who reach the telehealth provider websites.
4. We will compare the study sample to the published literature on rates of to time to abortion care, effectiveness, safety and acceptability.
a. We will assess time to care using overall weeks gestation and measuring days from the first contact with the telehealth provider to the day they took mifepristone using t-tests setting statistical significance at p< 0.05.
b. We will also use logistic regression to model completed abortion as measured at follow-up with pregnancy history and estimated weeks gestation as key independent variables of interest. We are particularly interested in success among specific sociodemographic groups including rural and low- income individuals.
c. We will estimate the percentage of participants who experienced adverse events using a multivariable logistic regression model, adjusted for potential confounders.
5. To measure acceptability, we will use data from the CHAT survey participants. Most of the acceptability measures will come from the 4-week post-treatment survey.
a. We will calculate the percentage of participants reporting that getting abortion care through telehealth was right for them.
b. We will also report various measures of quality of care and satisfaction with the service, based on measures used in previous studies.
c. Quantitative analysis will be descriptive and we will compare participant experience of quality of care and satisfaction between telehealth participants and in-clinic participants published in the literature.
d. Satisfaction with the telehealth- based model will be evaluated by socio-demographic variables and compared against reported satisfaction levels with previous health care experiences.
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