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ABSTRACT

Introduction Many individuals in the USA do not

have access to the contraceptive methods they desire.
Contraceptive initiatives have emerged at the state and
national levels to remove barriers to access, and many
initiatives have reported success. Other initiatives may
want to build on or replicate that success, but data are
scarce on the details of how and why certain interventions
work. This paper describes the protocol for the planned
process evaluation of Family Planning Elevated (FPE), a
statewide contraceptive initiative in Utah.

Methods FPE will conduct a process evaluation during the
planning and implementation phases of the programme.
The process evaluation will document (1) the community,
state and national contexts in which the programme

is implemented, (2) how FPE is implemented and (3)

the mechanism by which FPE creates impact. We will
collect qualitative data via interviews with FPE staff,
providers and staff participating in the programme, and
key stakeholders and policy-makers throughout the state.
The team process evaluator will record FPE decision
making and implementation activities by taking field
notes during weekly FPE meetings. Quantitatively, we
will collect monthly data reports from FPE-participating
clinics, analytics reports from the media campaign and
survey results from patients in FPE-participating clinics.
The findings of the process evaluation will allow other
contraceptive initiatives to learn from FPE’s efforts and
replicate successful components of the programme.
Ethics and dissemination The study received

approval from the University of Utah’s Institutional
Review Board. Findings from the process evaluation and
outcome evaluation will be published, shared with other
contraceptive initiatives and presented at conferences.
Trial registration number NCT03877757.

INTRODUCTION

Ensuring every individual has access to high-
quality, person-centred contraceptive care
is both a public goodl_7 and a protection of
human rights.*"" While data on the bene-
fits of contraceptive access grows, barriers
remain for many individuals who are seeking
contraceptive  care.'*™  An  increasing
number of contraceptive initiatives have
emerged in the USA, each with the goal of

Strengths and limitations of this study

» To the authors’ knowledge, this is the first published
protocol describing the process evaluation of a US-
based contraceptive initiative.

» The process evaluation will collect qualitative and
quantitative data from many sources, including pro-
gramme implementers, participants, policy-makers,
community board members and patients.

» Integration of the implementation and evaluation
teams may improve the quality of the intervention
and increase transparency in reporting, but may bias
findings of the process evaluation.

» Elements of Family Planning Elevated will evolve
during implementation, thus, adherence to the origi-
nal implementation plan may be variable.

. . . . 19-93
removmg barriers and 1mpr0v1r1g acCcess. 2

While there is considerable variance about
the best way to measure success in contracep-
tive initiatives,24 % outcome evidence from
several initiatives suggests that their efforts
have made an impact'?™ *** which other
initiatives may hope to replicate. However,
replicability of these complex interventions
is difficult from outcome data alone. For the
work of contraceptive initiatives to be repli-
cable, they must be able to share not only if
an intervention was successful, but also how
and why it was successful.

An evaluation of how an intervention is
implemented in various settings, how partic-
ipants react to and interact with an interven-
tion, and the context in which an intervention
occurs is crucial to a robust understanding of
the success or failure of complex interven-
tions.”*® This type of evaluation—called a
process evaluation—allows researchers and
implementers to identify key mechanisms
for the success or failure of their interven-
tion,” ™ and allows those outside the project
to determine if a similar intervention might
be successful in their setting.*’ ** This paper
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describes the planned protocol for a process evaluation
of a statewide family planning initiative in Utah. While
several contraceptive initiatives have provided in-depth
descriptions of key components of their implementation
process,” 7% o our knowledge, this is the first contra-
ceptive initiative in the USA to publish a formal process

evaluation.

Family planning elevated initiative

Family Planning Elevated (FPE) is a statewide initiative

with the goal of increasing individuals’ access to high-

quality, person-centred family planning services. Using
the tenets of the Human Rights-based Approach to Family

Planning,® FPE aims to accomplish this goal by targeting

at four levels:

1. Individual level: Launch a marketing and education
campaign to direct patients to where they can ac-
cess free contraceptive care (either through FPE or
Medicaid) and educate individuals on the full range of
contraceptive strategies from which they can choose.

2. Community level: Form a Reproductive Justice Advi-
sory Board (R] CAB) to ensure FPE understands the
needs of historically underserved populations and is
addressing access barriers specific to those popula-
tions.

3. Clinic level: FPE will enrol three cohorts of clinical
organisations into the FPE Contraceptive Access Pro-
gramme (FPE CAP). FPE CAP clinics will receive cash
grants for personnel, equipment and supplies. Clin-
ics will receive reimbursement for all contraceptive

services and methods provided to individuals whose
declared income is between 101% and 250% of the
federal poverty line (FPL) (an income measure devel-
oped by the US government to determine eligibility
for federal and state programmes aimed at supporting
low-income people), and for any undocumented in-
dividuals (those who reside in the USA without legal
residency) with incomes under 250% of the FPL. Pro-
viders and staff at FPE CAP clinics will receive training
and technical assistance on contraceptive care. All FPE
CAP clinics will be enrolled in the programme for at
least 2years.

4. Policy level: FPE will support existing and emerging
legislative policy that expands family planning ser-
vice to individuals in Utah. A primary goal of FPE is
to demonstrate the unmet need for contraceptive cov-
erage among those who fall in the ‘contraceptive cov-
erage gap’ (un or underinsured, including individuals
between 100% and 250% federal poverty level).

FPE launched in January of 2019 and will continue
through early 2023. Enrolment of FPE CAP clinics is

anticipated to end by December 2020.

METHODS

Process evaluation objectives

FPE is a complex intervention that will be implemented
into varied and multifaceted healthcare organisations.
Following the recommendations of the Medical Research

Context

‘What is the environment (politically, culturally, legally) of sexual and reproductive health in our communities, state and country?

How does the environment impact FPE's implementation?

Implementation

To what extent were the
essential elements of FPE
delivered as intended?

when and how often were
the components of FPE
implemented?

How did the study team
change the intervention to
meet the needs of
individual FPE CAP clinics?

How many people did the
intervention reach?

Vv vV WV VWV V WV VvV

Mechanisms of Impact O

* What were the barriers
and facilitators to
implementing FPE?

How did clinicians and
clinic staff interact with
FPE's programming?

How did clients feel about
the care received at the
FPE CAP clinics during the
intervention period?

What role did FPE's
partners and key
stakeholders play in FPE's
implementation?

vV VvV WV WV VvV VvV

Figure 1
Elevated; FPE CAP, FPE Contraceptive Access Programme.

FPE process evaluation objectives: context, implementation and mechanisms of impact. FPE, Family Planning
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Council® regarding complex interventions, our process

evaluation aims to accomplish the following objec-

tives (see figure 1 for key components of the process
evaluation):

1. Understand both the state and local context in which
FPE operates, and how that context impacts the inter-
vention (as well as how the intervention impacts the
context).

2. Document FPE as it is implemented. Explore how the
actual implementation of FPE differs from the planned
implementation, and identify where changes were an
intentional adjustment to better meet programme
needs (innovation) and where they were ‘unintention-
al drift’” from the plan.

3. Identify the programme’s mechanisms of impact
(how did clinicians and clients interact with FPE’s
programming, were clients satisfied with care at FPE
CAP clinics, what were the facilitators and barriers to
implementation).

For the purpose of this process evaluation, we will
consider policy-makers, FPE CAP clinic staff and the
clients they serve to be recipients of the intervention. Our
intervention is aimed at improving contraceptive access
to the public; however, our programmatic approach to
this improvement is mainly conducted through health
systems, with clinics and providers as proximal recipients
of FPE activities, while clients are distal beneficiaries of
the programme. As such, we consider clinics, providers
and policy-makers as recipients of the intervention, rather

Activities Outputs

FPE SURPTs iy makers
Provide statewide N X o e e
el trontplevel e pepm—— FPE astablihaes ongoing Dasec iy anting s
solkcy bidartund meatings 10 s bidinectiona erproducihet heth pelries
Tamily plannie sEata of favily communication with
i planning in Liiah Uiz policpmaters

FPE prrivathes ongoong
nechnical assisiance t Lkah
Ealkcyrrasars ans

FEODALTIVE R tapis
FPE CAP e —

Teadn chnic admin salf Train presicns on
meplpie con
FRECAp N -
Terwrisling ard slacking

Wncreaed asadabiby af high
uabty FP wmwen o
ekl 5 100% L

Wncreaed aaabiby af high

@
nShatheals 1O1% 5 J50W FRL
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than intermediaries. FPE’s logic model (see figure 2)
shows the theoretical path towards FPE’s ultimate goal of
improving contraceptive access throughout the state. The
process evaluation will document FPE’s adherence to the
activities detailed in the logic model (implementation) as
well as test the assumptions that those activities will lead
to the documented outputs and outcomes (mechanisms
of impact).

Design
FPE’s evaluation team consists of the director of evalua-
tion who will oversee both the process and outcome evalu-
ations; a data analyst researcher who will oversee the data
analysis for the quantitative portion of the process evalua-
tion and the outcome evaluation; and a process evaluator
who will conduct and analyse the qualitative portions of
the process evaluation, as well as integrate the quantita-
tive portions for final analysis of the process evaluation.
The implementation team is composed of a programme
director, a project facilitator, an FPE CAP programme
manager, a clinical training specialist and a medical
director. FPE also has a research and policy advisor who
is part of both the implementation and evaluation teams.
While the evaluation team is distinct from the imple-
mentation team, they will not be passive observers in the
implementation process. The evaluation and implemen-
tation teams have opted to create feedback loops between
the evaluation and implementation teams which will
allow findings from the process evaluation to inform the

OQutcomes GODAL
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Inform reproductive
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Figure 2 Family Planning Elevated’s (FPE) logic model. FPE CAP, FPE Contraceptive Access Programme.
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ongoing implementation. The evaluation team will meet
regularly with the implementation team. While the infor-
mation will typically flow from the implementation team
to the evaluation team, information regarding process
indicators and intermediate clinic data will also be shared
in the opposite direction.

Before beginning the process evaluation, FPE imple-
menters and evaluators developed a foundational logic
model to represent the projected activities (figure 2).
This logic model charts how FPE aims to improve access
to family planning by targeting efforts at each of the
levels described in the Voluntary, Human Rights-based
Approach to Family Planning Framework.® At project
midline, and again at end line, the team will revisit the
logic model and make any required changes to represent
how the project’s evolution. This will allow the team to
visualise how implementation shifted, as well as present
the most accurate logic model at project end.

Data collection and analysis

We will collect and analyse both qualitative and quanti-
tative data for this process evaluation. Figure 1 diagrams
the main components of the process evaluation, and how
they fit into the larger programme evaluation. Table 1
details how our team will collect data on each of the
primary components of the process evaluation.

Table 1 details the types of data that will be collected
for each of the process evaluation objectives. Table 2
describes in detail how we will analyse each of the types
of data.

Objective 1: context

Understand both the state and local context in which FPE oper-
ates, and how the context influences the intervention (as well as
how the intervention influences the context).

FPE plans to support a wide variety of clinics including
those in both rural and urban areas, clinics who primarily
serve undocumented individuals, and clinics run by
county health departments. To ensure our process eval-
uation captures each community’s unique context, the
process evaluator will attend regular meetings of Utah’s
R] CAB. RJ CAB was formed in 2019 and its members
are reproductive justice advocates and individuals from
historically underrepresented communities. FPE selected
the chairs and board members from a pool of inter-
ested applicants. Existing R] CAB chairs will select board
members for subsequent years of participation. R] CAB
members will provide community-level context data and
highlight the needs of historically underserved groups.
The process evaluator will take fieldnotes during the
regular R] CAB Meetings and conduct focus groups with
the board members at project baseline, midline and end
line.

To monitor the state-level sexual and reproductive
health (SRH) context, our process evaluator will estab-
lish a close working relationship with FPE’s Research
and Policy Advisor. The Research and Policy Advisor
will meet frequently with Utah’s policy-makers and

community advocates to consult and provide data for
SRH policies that support reproductive autonomy,
access to contraception, and education about the range
of contraceptive methods. Additionally, all reports,
white papers, internal analysis and notes from stake-
holder meetings will be shared with the process evalu-
ator. These policy documents will be stored in a secure
cloud-based platform, and indexed with the date they
were created, to create a timeline of changes in the
political landscape.

The process evaluator will send a short list of questions
to FPE stakeholders and partners identified by the FPE
implementation staff. These questions will ask stake-
holders and partners to identify barriers and potential
solutions to SRH in Utah and their communities, as well
as their opinions on FPE’s role. These questions will be
sent at baseline, midline and end line of the intervention
and responses will be indexed.

FPE willlook to the National Family Planning and Repro-
ductive Health Association (NFPRHA) and the Society of
Family Planning (SFP) as guides to understanding the
national context of SRH. NFPRHA works to improve
the quality of family planning services throughout the
country and supports administrators and providers to
deliver quality care and advocate for improved health-
care policy. The SFP funds and disseminates high-quality
research around best practices in contraceptive and abor-
tion care.

The qualitative date for the context objective will
include meeting notes, interview transcripts and email
responses which will be uploaded into qualitative anal-
ysis software and coded deductively, according to prede-
termined process evaluation themes such as contextual
barriers and facilitators to implementing FPE, how FPE
research influenced policies around SRH, how other
programmes working towards similar goals affect and
are affected by FPE, and trends in the political landscape
surrounding SRH. The results of the qualitative anal-
ysis will be combined with the literature reviews, policy
briefs and resolution documents to create a compre-
hensive picture of the SRH contexts. Quantitatively, FPE
will analyse findings from Utah’s Behavioral Risk Factor
Surveillance System (BRFSS). In 2018, the Family Plan-
ning Division at the University of Utah submitted four
family planning questions for inclusion in BRFSS. Those
questions first appeared in the 2019 survey, and we hope
to include them through 2024. Responses to the BRFSS
questions will be analysed by FPE’s data analyst and
included in the process evaluation report to understand
the larger context in which FPE is implemented. For addi-
tional information on FPE’s use of BRFSS data, and infor-
mation about the outcome evaluation more broadly, see
FPE’s outcome evaluation protocol (Rebecca G. Simmons
et al. Evaluating a longitudinal cohort of clinics engaging
in a contraceptive access initiative in Utah: The Family
Planning Elevated Contraceptive Access study protocol,
under review).
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Table 1 Data collection
Objective Measure Research questions Data source Records kept
Understand the Community What is the local Reproductive Justice Fieldnotes capturing
context in which FPE context of sexual and Advisory Board (RJ CAB) SRH context
was implemented reproductive health meeting minutes Transcripts of audio
(SRH) in the communities RJ CAB Focus Groups recordings
served by FPE? How HER Salt Lake Findings from 3years
does the context impact ~ Contraceptive Initiative?’  prospective surveys and
implementation? ongoing data collection qualitative interviews
State What is the context of Statewide polling and Fact sheets on Utah
sexual and reproductive  surveillance data of sexual Policy
health in Utah? How and reproductive health Emailed responses
does the context impact in Utah indexed in secure cloud
implementation? Survey responses content platform
from FPE stakeholders Fieldnotes
regarding the state of SRH Transcripts of audio
in Utah recordings and
Meetings with state fieldnotes
policy-makers and
advocates
Interviews and informal
conversations with FPE
Research and Policy
Advisor
National What is the nationwide Policy analysis of SRH in  Articles and policy briefs
SRH context? How the USA regarding current SRH
does the context impact Communications with policy
implementation? national partners Emailed responses
indexed in secure cloud
content platform
Understand the Fidelity To what extent were the  FPE staff meeting minutes Fieldnotes organised
intervention as essential elements of FPE Interviews with FPE Staff according to periodic
implemented delivered as intended? Applications submitted by reflections codebook
What were the reasons clinics when they apply Transcripts of audio
behind any changes made to FPE CAP and quarterly recordings
to the implementation clinic updates Completed applications
plan? FPE CAP member staff and checklists from
Were changes intentional (administrative and quarterly update calls
adaptations or clinical) Transcripts of audio
unintentional drift? recordings
Dose When and how often were Programme Management End-of-month summary
the components of FPE ~ Software (Trello) Activities of implementation
implemented? Training Reports activities
Did the number of Media analytics report Details about when
trainings vary among training occurred,
sites? training topics and
How often and where did location
the media campaign run Detailed analytical
ads? data regarding media
coverage
Adaptation How did the study team  FPE staff meeting minutes Fieldnotes coded to

change the intervention to
meet the context needs?
Were the adaptations
harmful, neutral, or helpful
to the success of the
implementation?

Interviews with FPE staff
Group interviews with FPE
CAP clinic staff

Log frame

specific adaptation
codes

Transcripts of audio
recordings
Transcripts of audio
recordings

Monthly changes to
logframe recorded as
‘tracked changes’

Continued
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Table 1 Continued

Objective Measure

Research questions

Data source Records kept

Reach

Understand the How participants
mechanisms of impact react to, and interact

How many people did our Media Analytics Report
intervention reach?

How do FPE CAP
clients feel about the

Data on how many
people interacted with
our media campaign
Clinic data indicating
number of clients served
Attendance records for
each FPE training

Monthly data reports
Training Reports

Transcripts of audio
recordings

Client Exit Surveys
Individual interviews

with, FPE contraceptive care they  with FPE CAP members  Transcripts of audio
received? (clinical and administrative recordings
How does the FPE CAP  staff)
clinic staff feel about
participation in the
programme?
Mediators What factors of the Interviews with FPE Staff Transcripts of audio

intervention either
helped or hindered
implementation?

Unexpected effects

Group interviews with FPE recordings
CAP clinic staff Transcripts of audio
recordings

FPE Staff Meeting Minutes Fieldnotes organised

Clinic Monthly Data according to periodic

Reports reflections codebook

Exit interviews with FPE ~ Monthly data input into

CAP clinic staff spreadsheet
Transcripts of audio
recordings

FPE, Family Planning Elevated; FPE CAP, FPE Contraceptive Access Programme.

Objective 2: implementation
Document how FPE is implemented. Explore how the actual imple-
mentation of FPE differed from the planned implementation.

The logic model (figure 2) outlines FPE’s primary activ-
ities. The activities are designed to address contraceptive
access at the individual, community, clinic and policy
level. Because of the complex nature of this intervention,
and the need to tailor decisions to the individual needs
of each clinic and community, the actual implementation
will inevitably differ from the planned implementation.
The goal of the implementation objective of the process
evaluation is to understand what elements of the inter-
vention are delivered (and to whom and how often),
where and why changes are made to the implementation
plan, and how the plan was adapted to fit the changing
needs of the project.

To capture the programme implementation as it
unfolds, we will collect both qualitative and quantitative
data. The qualitative data on the programme implemen-
tation will include minutes from weekly FPE staff meet-
ings, transcripts of interviews with FPE staff, summaries
of monthly activities on FPE team calendar, monthly
changes to project’s log frame, and narrative summa-
ries from training reports. Quantitative data on the
programme implementation will include monthly data
reports from FPE CAP clinics showing the number of
contraceptive services provided, quantitative responses to

the applications submitted by FPE CAP members, prog-
ress indicators from the FPE CAP quarterly calls, quan-
titative aspects of training reports and media analytics
reports.

The process evaluator will analyse the qualitative imple-
mentation on an ongoing basis. The fieldnotes from
weekly team meetings will be coded during or immedi-
ately following the meetings, with any clarifying questions
asked to the team members. The meeting notes will be
organised into the codes derived from Finley et al’s article
on periodic reflections as a tool for process evaluations.**
Monthly interviews with a member of the FPE staff will
also follow the template of these periodic reflections. The
clustered codes from the field notes and FPE staff inter-
view for each month will be combined into a monthly
process evaluation report along with the summaries of
the month’s implementation activities and the revised
logframe for that month. Portions of the implementation
process will also be coded and analysed using constructs
from the Consolidated Framework for Implementation
Research (CFIR).* The CFIR constructs will be modified
to fit FPE’s programme (see the mechanisms of impact
section for detail on analysis using CFIR).

The monthly reports will also incorporate the quantitative
data collected on implementation. Where the qualitative
data best answers the questions regarding fidelity and adapta-
tion, the quantitative data will illuminate the dose and reach

6

Baayd J, Simmons RG. BMJ Open 2020;10:¢038049. doi:10.1136/bmjopen-2020-038049



Table 2 Data analysis

Data sources

How we process the information

Qualitative data

Notes from FPE team meetings

Interview with individual members of FPE staff
Team Trello Board Calendar

Exit interviews with FPE CAP clinic staff

Process evaluation questions via email to FPE stakeholders and
partners

Quarterly update calls with FPE CAP Clinics

Process evaluation interview with FPE CAP clinic staff

Monthly process evaluation reports

Monthly revisions to log frame

Focus group interview with RJ CAB

Sexual and Reproductive Health Policy documents: drafted

resolutions, white papers, policy briefs

Quantitative Data

Client exit surveys

Utah BRFSS survey data

Media analytics report

Service delivery data

Real-time coding of the data using periodic reflections categories
Code interview transcripts according to periodic reflection categories
Running log of team activities

Inductively code transcripts to identify emerging themes

Inductively code email responses to identify emerging themes regarding
FPE context and partner perceptions

Checklists of process indicators will be used for both process and
outcome evaluations

Deductively code interview transcripts using modified CFIR code book
(see description in mechanisms of impact section) to understand context,
barriers and facilitators to implementation, and impact

Compiled by the process evaluator these reports will summarise several
data sources

Evaluation team will review programme log frame to update any changes to
process or outcome indicators being collected. Changes will be tracked to
create a monthly snapshot of project changes.

Deductively code interview transcripts to identify emerging themes
regarding context, barriers and facilitators to implementation for specific
populations

Documents related to sexual and reproductive health policy in Utah will be
indexed in a secure cloud content folder and time stamped to create an
archive of evolving policy context

Surveys completed by clients at FPE CAP clinics will be used for both the
process and outcome evaluations. Indicators regarding client satisfaction
will be used to measure mechanisms of impact for process evaluation.

Four questions were proposed and added to the state-wide Behavioural
Risk Factor Surveillance Survey, which is a weighted survey of health
behaviours. The new questions asked individuals about contraceptive
access, experiences of contraceptive counselling, and how they pay for
their contraception. Survey responses will be analysed to understand how
contraceptive access changes during the course of the intervention.

Analytical data from the media campaign (eg, cost-per-valued-view,
view-through rates, positive earned media, platform engagement) will be
collected to determine the number of individuals reached by the campaign,
and the effectiveness of the messaging.

Clinics provide FPE with a monthly service delivery data report obtained
through their electronic health records systems. This deidentified data
include all contraceptive service codesand will allow FPE to assess level
and trend changes in contraceptive service delivery over time.

BRFSS, Behavioural Risk Factor Surveillance System; CFIR, Consolidated Framework for Implementation Research; FPE, Family Planning Elevated;
FPE CAP, FPE Contraceptive Access Programme; RJ CAB, Reproductive Justice Advisory Board.

of FPE’s activities. The question of dose will be answered by
information from the FPE CAP quarterly calls (questions
such as: how many of your staff have been trained to insert
IUDs or implants? Or, have you recently been out of stock of
any methods?) which will be compared with the responses
on the initial FPE CAP applications to track changes in those
process indicators over item. The media analytics reports will
also help us track how often and where the media campaigns
have run. To measure how many people our intervention
reaches we will track the number of individuals receiving
services at FPE CAP clinics each month (from each’s clin-
ic’s monthly data report), the number of views/interactions
with the media campaign each month (from media analytics

report), and the number of individuals who attended any
FPE CAP trainings for that month (from training reports).

Objective 3: mechanisms of impact

Identify the programme’s mechanisms of impact (how did clini-
cians and client interact with FPE’s programming, were clients
satisfied with care at FPE CAP clinics, what were the facilitators
and barriers to implementation).

The goal of objective three is to understand what
happenswhen FPE is implemented, to learn how clinicians
and clients responded to the programme. To answer this
question, the process evaluation will focus on the percep-
tions of those who received the intervention (FPE CAP

Baayd J, Simmons RG. BMJ Open 2020;10:e038049. doi:10.1136/bmjopen-2020-038049



staff, clients served at FPE CAP clinics, individuals who
interacted with the media campaign and policy-makers)
rather than the perspectives of those who implemented
the intervention (which was the focus of objective two).
Quantitatively we will collect responses from the client
exit surveys, to measure how clients who visit FPE CAP
clinics feel about the care they receive. These exit surveys
will be administered for month-long periods several times
during the intervention. The surveys will be offered, by
clinic staff, to all clients who receive contraceptive care at
FPE CAP clinics. We will also compile data from each clin-
ic’s monthly data reports, tracking the number of patients
served at each clinic.

Qualitatively, we will collect transcripts from interviews
during implementation (individual interviews and focus
groups) with FPE CAP clinic staff, as well as conduct exit
interviews with FPE CAP members at the end of their clin-
ic’s enrollment in the programme. All FPE CAP clinical and
administrative staff will be invited to attend focus group
interviews, including care providers (physicians, nurse prac-
titioners and physician assistants) , nurses, medical assistants,
on-site pharmacists, clinic administration and management
and front desk staff. While all will be invited, attendance
is not mandatory, thus introducing the possibility of self-
selection bias. Our documentation of the focus groups will
include records of both who was present, and also who was
missing, from each group to aid us in assessing the degree
of potential bias. Additionally, we will use the same inter-
viewer (JB) throughout the study, to increase trust from
our clinics and thus, attempt to reduce social desirability
bias throughout our interviews. We anticipate that the
extent and impact of biases will be thoroughly assessed and
addressed in our process evaluation outcome paper.

The transcripts from baseline and year 1 interviews with
each clinic, as well as interviews with FPE staff members,
will be coded using modified CFIR constructs.* See online
supplemental appendix A for a list of the CFIR constructs
revised for FPE’s process evaluation and how those
constructs align with the process evaluation. Once coded,
the constructs from each clinic will be analysed using the
process detailed by the CFIR website (https://cfirguide.
org/evaluation-design/qualitative-data/), allowing us to
view barriers and facilitators to implementing FPE across
each implementation site.

We will analyse the quantitative data to determine
trends in the number of contraceptive visits at FPE CAP
clinics, as well as the experiences of contraceptive clients.
By comparing these findings to the patterns regarding
implementation, we will be able to identify which compo-
nents of the intervention led to the greatest change, and
which components did not create the expected impact.
Additionally, by linking what was implemented with how
the participants interacted and reacted, we can under-
stand the barriers and facilitators to implementation
and answer questions such as: why did clinic A observe
an increase of patients after FPE was implemented,
but the number at clinic B actually decreased after
implementation?

Ethics and dissemination

The study received approval from the University of Utah’s
Institutional Review Board. The service delivery data FPE
collects from FPE CAP sites is deidentified before the
FPE receives the data, so consent is not required and this
component of the study was deemed exempt by the Insti-
tutional Review Board. Before every process evaluation
interview, the researcher will explain the purpose of the
process evaluation, how data from the interview will be
used, and the protections for the interviewees’ privacy.
Interviewees will be assured of their right to refuse to
participate in the interview, or to avoid answering any
questions. Those who do not wish to be recorded will
be offered the right to do so. Findings from the process
evaluation and outcome evaluation will be published in
peerreviewed journals, shared with other contraceptive
initiatives and presented at conferences.

The project received product donations from several
pharmaceutical companies. These donations were not
tied to research or other development aspects of the
intervention and corporate funders did not have any
input in project or evaluation design. As the project
provides no-cost access to all reversible methods, donated
products represent significant financial support for the
programme, but do not translate into downstream influ-
ence for clinics or clients.

Patient and public involvement

Family planning care is an area of healthcare that is
particularly personal and incredibly individualised for
each patient. The decision to conduct a process evalua-
tion, and the methods we selected to conduct that eval-
uation, was largely motivated by a desire to understand
the experience of patients receiving care in FPE CAP
clinics. While patients were not involved in the design
of the process evaluation, nor in the recruitment, we will
involve patients as we collect and disseminate our results.
Specifically, we will share results of the process evaluation
with members of Utah’s R] CAB. The board members
will provide feedback on the results, help contextualise
them from the viewpoint of some of Utah’s marginalised
communities and help direct dissemination activities.

DISCUSSION

To our knowledge, this is the first published protocol
describing the process evaluation of a comprehensive
contraceptive initiative. If FPE is successful in achieving
its goals of expanding contraceptive access in Utah and
informing state-level policy, then the findings from the
process evaluation will act as a ‘how-to’ guide for other
states looking to implement similar programmes. This
map of programme implementation and impact will
allow FPE evaluators to share important lessons on which
elements of FPE were most successful, which assump-
tions proved faulty, and how implementation and impact
varied across clinics. Finally, the process evaluation will
document the consensus-building process by FPE staff
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around revising the programme logic models during the
course of the project. By documenting the logic model
at the beginning, middle, and end of the project we will
have a solid diagram of how the project evolved over time.

STRENGTHS

FPE has a well-resourced evaluation team, with an eval-
uation director, a data analyst and a process evaluator.
The evaluation team works closely with the implementa-
tion team and FPE Directors, which means they have full
access to the day-to-day information and decisions that are
important to document for the process evaluation. The
integrated team and the decision to create feedback loops
from the process evaluation to the programme imple-
menters, means that learning from the process evaluation
will be used to inform implementation thereby improving
the programme’s effectiveness over time. Additionally,
because FPE is being implemented in clinics that repre-
sent a wide variety of organisational styles, client popu-
lations, size and location, the process evaluation will be
able to track and measure responses in a range of settings.
Finally, FPE’s established relationships with policy-makers
and key political figures in Utah means our process eval-
uation will include a well-informed understanding of the
state and local context of our implementation.

LIMITATIONS

While the integration of the evaluation team with the
implementation team may lead to improved programme
implementation, it may also cause the findings of the
process evaluation to be biased as the lines between
implementation and evaluation could become blurred.
According to the Medical Research Council’s recom-
mendations™ there are significant pros and cons to inte-
grating the evaluation and implementation teams. The
guidelines advise that the evaluation and implementation
teams decide on the desired level of integration ahead
of the programme’s start date, and clearly describe the
relationship between the two teams when presenting the
results of the study.

Another limitation is that many of FPE’s programme
elements and design are not fully formulated at the
programme outset. These as-yet-unformulated elements
include how and when FPE’s media campaign will be
delivered, the type and frequency of training each clinic
will receive, and specific selection criteria for each cohort
of clinics. Because these elements are still being devel-
oped, it may be difficult for the process evaluation to
measure deviation from the original plan, since some
of the plan is still being written during implementation.
This is an unavoidable complication, however, because
FPE must be flexible enough to respond to changes in
the sexual and reproductive landscape that occur during
implementation. While the evolving nature of the inter-
vention may add some complexity to its evaluation, it also
means the process evaluation is of particular importance

in distinguishing why changes to the intervention occur,
and if those changes were helpful or harmful in the
success of the programme.
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