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Abstract

Background: Global evidence suggests many postpartum and
postabortion women have an unmet need for family planning (FP)
after delivery or receiving care following loss of a pregnancy. Post
Pregnancy Family Planning Choices, an operations research study,
aims to examine the effectiveness of a package of postpregnancy FP
interventions, inclusive of postpartum and postabortion FP. The
interventions are being implemented in selected public and private
facilities in Indonesia and Kenya and focus on quality FP counseling
and service provision prior to discharge. This manuscript presents the
study protocol, documenting how the study team intends to
determine key factors that influence uptake of postpregnancy FP.
Methods: This is a multi-country, quasi-experimental three-year
operations research study in Brebes and Batang Districts of Indonesia
and Meru and Kilifi Counties of Kenya. Quantitative and qualitative
data is collected longitudinally through interviews and health facility
assessments at multiple time points. Data is gathered from 22 health
facilities; 8,796 antenatal, postpartum, and postabortion clients; and

key informants at national, subnational, facility, and community levels.

Quantitative study data is collected and managed using REDCap
(Research Electronic Data Capture). Once data are thoroughly cleaned
and reviewed, regression models and multilevel analyses will explore
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guantitative data. Qualitative study data is collected using audio
recordings and transcribed to Microsoft Word, then analyzed using article can be found at the end of the article.
ATLAS.ti. Qualitative datasets will be analyzed using grounded theory

methods.

Discussion: The ultimate goals of the study are to generate and

disseminate actionable evidence of positive drivers, barriers, and

activities that do not yield results with regard to increasing

postpregnancy FP programmatic activities, and to institutionalize

postpregnancy FP in the public and private sectors in Indonesia and

Kenya. We hope these learnings and experience will contribute to

global efforts to advance and scale up postpregnancy FP in similar

settings beyond these two countries.

Trial registration: ClinicalTrials.gov NCT03333473
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postpartum family planning, postabortion family planning, study
protocol
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1{1769)) Amendments from Version 1

Changes made in this version are meant to address reviewers’
comments. Major new contents include Figure 4, the study
timetable; and Appendix 1 (added to the Extended data) to
describe PPFP Choices' intervention package with specific
activities in Indonesia and Kenya.

Any further responses from the reviewers can be found at
the end of the article

Introduction

Family planning (FP) is lifesaving, especially during the
period immediately following childbirth. For the purpose of
this study, we define postpregnancy clients as women who
recently gave birth or experienced loss of pregnancy, commonly
referred to as postabortion in African and Asian countries.
Spacing pregnancies at least two years apart after a live birth
not only prevents unintended pregnancies, but also lowers
newborn, infant, and child mortality in subsequent pregnancies'.
World Health Organization (WHO) recommends spacing preg-
nancies by two years or more following the delivery of a
newborn, and at least six months after receiving postabor-
tion care’. In 2015, WHO released its updated medical eligi-
bility criteria allowing implants to be provided immediately
after delivery’, including among breastfeeding women, joining
lactational amenorrhea, intrauterine devices (IUDs), and male
and female sterilization, which were already approved for
postpregnancy women by WHO. Since then, postpartum FP has
received global and country-level attention as the result of the
“Postpartum Family Planning Global Movement” through close
collaboration and coordination among FP2020, WHO, donors,
host-country governments, and implementers’. While evidence
collectively documenting successful programming experi-
ence around postpartum and postabortion FP has been widely
disseminated>” for the public sector in many African and Asian
countries, little is known about how feasible and effective it can
be in the private sector, particularly among private-for-profit
providers and facilities. Furthermore, postpregnancy women
remain one of the most vulnerable groups with high unmet need
for FP. Not only are there are major missed opportunities for
FP among postpartum women in many low- and middle-income
countries, but the majority of postabortion care clients still
leave the facility without a contraceptive method”*.

Prospective estimates find that 27% of Indonesian women and
63% of Kenyan women in their first-year postpartum have an
unmet need for FP*'°. In Indonesia, while the contraceptive
prevalence rate among all women of reproductive age is 47%,
long-term methods such as implants, IUDs, and sterilization
account for less than a quarter of contraceptives used, despite the
higher effectiveness of these methods and the merits of a broader
method mix''. Data from Kenya demonstrates a great need
for postpartum FP services, as 23% of births occur at inter-
vals of less than 24 months, while only 19% of postpartum
women begin using a FP method during the first six months
postpartum and 36% between six and 12 months postpartum'’.
For those who deliver at health facilities, 73% of women in
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Indonesia and 25% of women in Kenya deliver at a privately-
owned facility as opposed to a public facility, pointing to a
need to include private-for-profit facilities in the postpregnancy
FP discussions”'’. Anecdotal evidence suggests FP uptake
for women after receiving postabortion care is low but there
is overall very little is documentation in either country at the
time of study inception'’.

Based on unpublished findings, health care facilities where
postpartum FP is introduced are also likely the places where
postabortion FP may be needed, and should have already been
introduced. Given that the service delivery platforms are similar
and often the same for both, combining efforts at the facility
level to cover broader postpregnancy FP for both postpartum
and postabortion clients will conceivably allow these inter-
ventions to be carried out in a more coherent manner. More
importantly, postpregnancy FP can reduce the burden of maternal
and newborn mortality. If full provision of modern contra-
ceptives were combined with adequate care for all pregnant
women and newborns, maternal deaths in Asia and Africa
combined would drop by 72-73% from 301,000 to 81,000 per
year and newborn deaths would drop by 77-84% from 2.6 million

12,13

to 0.5 million'>".

Post Pregnancy Family Planning Choices (PPFP Choices) is an
operations research study with intervention and control groups
and a set of postpregnancy FP interventions that are inclusive
of both postpartum and postabortion periods. PPFP Choices
aims to generate actionable evidence to be used to increase
programmatic activities to address postpregnancy FP in public
and private sectors. We intend to work within existing public
and private health facilities to strengthen the quality of
postpregnancy FP counseling and service provision, which
focuses on the prevention of unintended pregnancies through
the first 12 months following childbirth and the first six months
following loss of pregnancy.

The study follows a theory of change model (Figure 1) with
the intent to carry out a package of interventions to improve
postpregnancy FP counseling and services in both public and
private sectors. These interventions are designed and based
on evidence and learnings from: 1) WHO’s Programming
Strategies for Postpartum Family Planning’; 2) private sector
assessments in study sites conducted in 2017; 3) facility assess-
ments focusing on opportunities of integrating postpartum
and postabortion FP outside study sites conducted in 2016
by Jhpiego, prior to PPFP Choices’ inception; and 4) current
and past programming experiences within and beyond Kenya
and Indonesia. Broadly, PPFP Choices’ package of interventions

includes:
e (Capacity building in postpregnancy FP counseling
and service provision during antenatal care (ANC),

immediate postpartum, and immediate postabortion
periods
e Quality improvement approaches to address system

barriers at the facility level

e Private sector-specific interventions, such as business
management skills strengthening
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Interest and resources
for postpregnancy FP
programming

Revised WHO medical
eligibility criteria
guidelines expanding
immediate postpartum
FP options

Latent demand for post-
pregnancy FP

Support for expanding
postpregnancy FP
services in Indonesia and
Kenya from key
stakeholders, including
ministries of health,
faith-based
organizations,
international
nongovernmental
organizations,
professional
organizations, private
sector associations, and
other private practice
providers

Train/refresh providers
in postpregnancy FP
counseling and clinical
skills

Strengthen facility
infrastructure

Liaise with local and
national stakeholders to
create enabling
environments in public-
and private-sector
facilities

Build capacity for
providers to identify and
address problems
affecting service delivery
and postpregnancy FP
uptake

Initiate or reinforce
quality improvement
activities at facilities
Test and evaluation post-
pregnancy FP service
delivery strategies,
models and uptake
Establish linkages for

Providers
trained/updated in post-
pregnancy FP counseling
and service provision
Site strengthened for
sustained postpregnancy
FP services, including
improvements in supply
planning, management,
record keeping, business
planning and capacity
development
Quantitative and
qualitative data
collected on
programmatic inputs,
acceptability and
feasibility of
postpregnancy FP
Successful dissemination
of revised medical
eligibility criteria
guidelines and national
policies related to
postpregnancy FP

More women post-
pregnancy are counseled
in FP methods

More women post-
pregnancy make an
informed choice on
modern contraceptives
to time their next
pregnancy

More women post-
pregnancy desire to
receive a FP method
before discharge

More women post-
pregnancy who desire a
FP method receive a FP
method before
discharge

More women who had
desired a FP method in
the postpregnancy
period, continue to use
FP at 6 months post-
pregnancy

Additional evidence
informs national and

Reduction in unintended
pregnancies

Reduction in closely
spaced pregnancies
Improved maternal
outcomes

and between varying
division of
postpregnancy FP
services

global policy and
programs

*  More actionable
recommendations for
scaling up and sustaining
quality postpregnancy
FP services for private
sector

Figure 1. Post Pregnancy Family Planning Choices’ theory of change WHO, World Health Organization; FP, family planning.

Testing innovations in response to context-specific needs
when settings permit

We use WHO’s building blocks for health systems to categorize
the interventions within PPFP Choices:

D

2)

3)

4)

Health workforce: providers are capacitated and
equipped to provide quality postpregnancy FP coun-
seling and service delivery during ANC, postpartum and
postabortion periods through postpregnancy FP counseling
and postpregnancy FP service provision, inclusive of
postpregnancy IUD trainings.

Service delivery: building upon capacity building efforts,
we employ relevant country-specific guidelines and
standards to ensure quality service delivery.

Health governance: optimizing service efficiency, qual-
ity, and taking root of postpregnancy FP interventions
within PPFP Choices is a key feature of the intervention
package. In Indonesia, we follow existing quality assur-
ance approaches/platforms as introduced by the Bill &
Melinda Gates Foundation funded MyChoice (Right
Method, Right Time, My Choice) project'* and in Kenya,
we use the Leadership Development Package plus’

Health finance: private sector-specific interventions are
guided by private sector assessments conducted in
both countries, focusing on barriers inhibiting private
health facilities to offer quality postpregnancy FP coun-
seling and services.

5) Health information: numbers of ANC visits, deliveries,
postabortion care cases, postpregnancy FP counseling
sessions, and uptake are captured in the facility registries,
then summarized on a monthly basis. Note, these regis-
ters are used in health facilities in both intervention and
control areas to compare indicators relevant to study
interventions.

6) Medical products: we monitor health facilities in both
intervention and control areas to make sure there are no
stock-outs of contraceptive products and supplies that may
hinder achievement of study outcomes and negatively
affect the study environment. As needed, during the
study period, we will correct a stock-out situation when
it arises and supply or re-distribute when appropriate.

Country and sector specific interventions are designed to include
activities at the facility, subnational, and national levels to
encourage sustainable change across health systems. These are
carried out as illustrated in Figure 2a-d. List of detailed
activities implemented at the facility level can be found in the
Extended data'®.

PPFP Choices’ intervention package is being implemented
in a phased manner. Beginning in late 2017, facilities in the
intervention areas received the package of interventions prior
to and throughout study activities in both countries. To ensure
that control areas also benefit from study activities, the facilities
in the control areas will receive the relevant and impactful
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Figure 2. Post Pregnancy Family Planning Choices' package of interventions for: a) public sector in Indonesia; b) private sector in Indonesia;
¢) public sector in Kenya; d) private sector in Kenya.
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aspects of the intervention package in 2020 after completion
of all participant recruitment and data collection activities. In
Indonesia, PPFP Choices is building upon and coordinating
intervention activities with MyChoice project programming,
while in Kenya, the intervention package is being introduced
by Jhpiego in close collaboration with the Kenya Ministry of
Health (MOH).

To respond to PPFP Choices’ mandate, our main research ques-
tion is: “What are the key determinants at service delivery,
provider, and client levels that influence the uptake of postpreg-
nancy FP in the public and private health care sectors in Indonesia

Gates Open Research 2020, 4:89 Last updated: 26 FEB 2021

and Kenya?” as measured by FP uptake at the six-month
postpregnancy period. We also have a series of secondary
questions to evaluate the program’s impact on postpregnancy FP
uptake during extended postpartum and postabortion periods;
the feasibility and acceptability of introducing programmatic ele-
ments and new methods of postpregnancy FP; and the potential
for scaling up successful programmatic elements and interven-
tions (Table 1 for study themes and key questions). Collectively,
these questions aim to assess whether or not PPFP Choices has
successfully led to the Outcomes listed in the Theory of
Change (Figure 1). The expectation is that if the outcomes are
fully met and recommendations for scale-up of similar programs

Table 1. PPFP Choices study themes and key questions to be explored.

Study theme/question

What are the key determinants at service delivery, provider, and client levels that influence the uptake of postpregnancy family planning
in the public and private health care sectors in Indonesia and Kenya?

Programmatic effort

+ What programmatic inputs increase a woman's likelihood of accepting a FP method immediately postpartum or postabortion?

* What are the costs associated with implementing such interventions?

+ What are the costs and programmatic efforts needed to scale up and sustain these interventions?

+ What are the barriers and facilitators for young women’s accessing postpregnancy FP services?

+ What are effective programmatic approaches to engaging the private sector to provide a full range of postpregnancy (FP) methods?

Feasibility

+ What proportion of postpregnancy women receive an FP method, according to standards, prior to discharge, among those who
opted for an FP method, by age, type of client, timing, and method?

+ To what extent was the health care system able to offer a full range of postpregnancy FP methods within existing service delivery
platforms? (Areas to be examined will include infection prevention, resources, practices, knowledge and skills, commodity supply
chain management, labor and delivery staffing, workflow, etc.)

+ To what extent were the health care facilities offering appropriate and quality postpregnancy FP counseling at all relevant time points
(antenatal care, early labor, prior to discharge, follow-up visits)?

+ To what extent were providers able to provide, with technical quality, FP counseling and services within the immediate postpregnancy
period?

+ What are internal and external inputs that incentivize or disincentivize private sector facilities in the provision of postpregnancy FP
services?

Acceptability

+ What proportion of women postpregnancy choose a FP method after FP counseling? What proportion receive the method in the
immediate postpregnancy period prior to pre-discharge?

* What proportion of women received a different FP method in the immediate postpregnancy period than the one they opted for prior
to delivery or uterine evacuation? What were the determining factors in this difference?

* To what extent do providers and women understand the benefits of FP in the immediate postpregnancy period?

+ To what extent do providers accept the need to provide postpregnancy FP counseling and service provision?

+ What was the continuation rate (within six months postpregnancy) and reasons for discontinuation for those no longer using the
method?

+ What proportion of women using the lactational amenorrhea method transition to another contraceptive method by six months
postpartum? To what methods?

* At six months postpartum, are there differences in FP uptake between women exposed to the PPFP Choices interventions compared
with women in the control settings?

+ Do women exposed to the PPFP Choices interventions exhibit different contraceptive use behaviors (uptake, discontinuation,
switching) in their first year postpartum, compared with women in control settings? (In Kenya only)

Safety
* What were the rates of minor, moderate, and major adverse events?
+ Were women experiencing adverse events treated to standards?

Scalability

+ When scaling up postpregnancy interventions, who are the key players and what are the key factors? What works and what doesn't?
Are there differences between public and private sector?

* What contributes to the success of implementing and scaling up of postpregnancy FP in the private sector?

+ When and how do women interact with health care providers regarding postpartum FP in the first year postpartum? (In Kenya only)

PPFP Choices, Post Pregnancy Family Planning Choices; FP, family planning.
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and sustainability of quality FP services are accepted, then, over
time, impacts will also be met.

Methods

Study design

The PPFP Choices study is a multi-country, quasi-experimental
operations research study with intervention and control
groups, implemented in collaboration with Kementerian
Kesehatan Republik Indonesia (KemKes, the Indonesian Ministry
of Health) and the Kenyan MOH. In Indonesia, the study is
implemented in the Brebes District as the intervention area
and the Batang District as the control area, both in the Central
Java Region. In Kenya, the PPFP Choices study team chose
Meru County as the intervention area with Kilifi County as the
control area. Selection criteria are described in the Study setting
section.

A mixed methods approach is being used for study activities;
both quantitative and qualitative data is collected through
interviews and assessments longitudinally at multiple time
points. Study participants are ANC, postpartum, and postabortion
clients at study facilities. Quantitative interviews are completed
with study participants at ANC (in Kenya only), immediately
postpartum or postabortion, six months following delivery or
postabortion care, and 12 months following delivery (Kenya
only). Focus group discussions (FGDs) and in-depth interviews
(IDIs) take place with subsets of study participants between six
and 12 months postpartum and postabortion. Data collection
from individuals receiving care at study facilities will aid in
answering questions related to the efficacy, feasibility (including
safety) and acceptability of the intervention at facility level.
Key informant interviews (KIIs) are undertaken at baseline and
endline with community influencers and facility providers and
managers. Facility assessments of each study facility take place
at baseline, midline, and endline, while facility service statistics
are gathered monthly. These discussions aim to determine the
acceptability of the intervention at subnational and national
levels and identify the program efforts required scale-up to
intervention for broader use across the country. Given that
components of PPFP Choices’ package of interventions are
implemented in an as-needed manner, there is also an interven-
tion tracker tool, which the study team created to keep track of
intervention activities taking place.

Sample sizes

Separate sample sizes were calculated for Indonesia and
Kenya and pregnant/postpartum and postabortion women cohorts.
Once the sample size for pregnant/postpartum women was
determined, it was then used to identify the number of facilities
needed in each country.

For pregnant/postpartum women, our estimates aim to meas-
ure a difference in the six-month postpartum acceptance of
long-acting reversible and permanent methods by postpartum
women seeking services at control and intervention facilities.
Sample size calculations for both countries are based on a 95%
two-sided confidence interval with 80% power. The sample size
was calculated in two stages. First, we calculated the sample
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size for simple random sampling. Next, the sample size was
adjusted to take into account a design effect of 2.5 to adjust
for within-cluster correlation and non-response.

In Indonesia, we used a re-analysis of FP utilization from
the Indonesia 2012 Demographic and Health Survey (DHS)
(referencing 10.9% of married women in Indonesia were
using a LARC or PM at six-months postpartum) and conversa-
tions with the MyChoice project team to estimate a baseline
LARC+PM use of approximately 10% at six months postpar-
tum by clients experiencing usual ANC, labor and delivery and
postpartum care. In Kenya, we analyzed FP method use among
a subset of 3,857 women with a child under one year who
were interviewed during the 2014 Kenya DHS to estimate a
LARC+PM use rate of 6% at six months postpartum by clients
experiencing usual ANC, labor and delivery and postpartum
care. From discussion with key stakeholders, we estimated
that PPFP Choices would lead to an increase of 50% in
Indonesia, where MyChoice was already operating, to 15% of
women using a LARC+PM method at six months postpartum.
In Kenya, where no existing program was in place, we estimated
the percent of women using a LARC+PM method at six months
postpartum would increase by two-thirds, to 10%. Sample
sizes were therefore calculated to measure a difference in use
of a LARC+PM method at six months postpartum of 10% of
women recruited at comparison facilities compared to 15%
of women recruited at intervention facilities in Indonesia. In
Kenya, sample sizes aim to estimate a difference of 6% of
women recruited at comparison facilities and 10% of women
recruited at intervention facilities over the course of the study.
We have further estimated a need for at least 20% of the sample
to be recruited from private facilities to effectively measure
changes in both types of facilities, resulting in sample sizes of
4,288 and 4,508 women in Indonesia and Kenya, respectively.

For postabortion women, since the current proportion of
these women who take up an FP method after receiving
postabortion care has not been reliably determined in the two
countries, we have assumed an estimate of 50% (assumption of
50% provides us a high sample size). After six months, we
estimate that 40% of them will still be using the method, and
thus we need a sample size of 243 women in the intervention
group only, per country. This group was recruited at baseline,
and included an adjustment of 20% to account for loss to
follow-up. This sample size is adequate to detect a net 10
percentage point change within a 95% two-sided confidence
interval at 80% power.

To reach the sample sizes of 4,288 and 4,508 women in
Indonesia and Kenya, respectively, we then determined that,
based on the client volumes of eligible health facilities, in
Indonesia, three public and one private health facilities per arm
(eight total) were needed, and in Kenya, there five public and six
private facilities per arm (22 total) were needed for a one
year recruitment period. The breakdown of public and private
health facilities is intended to capture the differences between
the two in each country. The selection of the health facili-
ties is based on the matching process described in the Study
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setting section. We anticipate these eight facilities in Indonesia
and 22 facilities in Kenya will also be sufficient to reach
the sample size needed for postabortion clients during the
recruitment period.

A subset of the women recruited for structured interviews
will be asked to participate in in-depth interviews (IDIs)
or FGDs. In Kenya, we expect to interview 32 postpartum
adult public facility participants in four groups of eight
FGD participants per study arm, 16 postpartum adult private
facility participants per arm via IDIs and 16 postpartum public
and private adolescent participants per arm via IDIs. In
Indonesia, we expect to interview 64 postpartum adult public
and private facility participants in eight FGD groups (4 public
facility FGDs and 4 private facility FGDs) per study arm and
16 postpartum public and private adolescent participants per
arm via IDIs. In both countries, we expect to interview 8 public
or private facility postabortion participants via IDI.

Study setting

In Indonesia, where the MyChoice project has been strength-
ening postpartum FP since 2015, we chose the Brebes and
Batang Districts in consultation and discussion with MOH and
Jhpiego colleagues based on the larger project implementation
and scale-up plans in the coming years. The selection was
based on size and characteristics of the potential study popu-
lation including: number of public and private facilities,
number of facility ANC visits per year, proportion of women
attending four or more ANC visits, number of deliveries per
year, and programmatic naivety based on our knowledge that
there were no other ongoing or anticipated relevant interven-
tions that could potentially introduce bias. Districts were matched
as much as possible across the selection criteria. While both
districts are in Central Java, they are not contiguous and there
is little chance of contamination between districts. We chose
Brebes to be the intervention district as, in Indonesia, the PPFP
Choices Intervention was to build upon the ongoing MyChoice
intervention at the time. Brebes received the MyChoice and
PPFP Choices intervention shortly before PPFP Choices study
data collection while Batang was scheduled to receive the inter-
vention in coordination with the MyChoice project scale-up
after the PPFP Choices study data collection is completed.
In Kenya, counties eligible to be study areas met the following
criteria: as reported by the Kenya 2014 DHS; 30,000 or more
women are seen per year for their first ANC visits (higher
than the Kenya country median of 21,881); the number of
normal deliveries in the county was above the median of 12,775;
the proportion of women attending four or more ANC visits is
above the Kenya median of 56%; more than the country median
of 54% of women deliver in the hospital; the number of deliv-
eries was equal or more than the ANC clients; and to the
best knowledge of the PPFP Choices study team, no other
similar FP programs were planned for the next three years.
Upon comparing counties with these criteria, we chose
Meru and Kilifi counties and randomly chose Meru to be the
intervention county and Kilifi to be the control county. Simi-
lar to Indonesia, counties were matched as much as possible
across the selection criteria and as they are not contiguous, there
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is little expectation of contamination from intervention area to
control area.

Health facilities within the selected study county/district
were determined based on meeting the following criteria, as
determined during facility assessments undertaken by PPFP
Choices staff:
e The health facility has provider(s) trained and/or who
can be trained to provide relevant postpregnancy FP
counseling and services

e The distance/location and accessibility of the health facil-
ity is programmatically feasible for introducing study
interventions

e The health facility is within or serves the specific study
county/district

e The health facility is legally registered and current in its
registration with the host-country government

e The health facility is either public or private for-profit
(indigenous owned, tax paying)

We then matched facilities across the intervention and control
areas by: ownership type (public or private), number of new ANC
visits, number of normal deliveries and number of postabor-
tion care cases (as a proxy for postabortion care services
provided). Based on the sample sizes needed, we then matched
three private and one public facilities per arm (a total of eight
study facilities) in Indonesia and five private and six public
facilities per arm (a total of 22 study facilities) in Kenya.

Type of participants and process for recruitment and
consent

After the health facilities were identified, we liaised with the
local ministries of health and individual health facility leader-
ship to obtain permission to conduct the study at the selected
facilities.

There are three distinct types of participants: 1) pregnant or
postpartum clients who participate in client interviews and
FGDs or IDIs; 2) postabortion clients who participate in client
interviews and in-depth interviews; and 3) policy, facility, or
community level leaders who are engaged through key informant
interviews.

Pregnant or postpartum participants: Pregnant or postpartum
participants in Indonesia are engaged in quantitative inter-
views at two separate time points—at discharge after delivery
or postabortion care and at six months postpartum or postabor-
tion. In Kenya, they are engaged in quantitative interviews at
four separate time points—at ANC, at discharge following
delivery or postabortion care, six months following delivery
or postabortion care, and 12 months following delivery. The
first interview for Kenyan ANC/postpartum participants takes
place at an ANC visit. The differences were based on an
initial assessment in preparation for the study in April 2016;
the study team determined that while the majority of Kenyan
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ANC clients attend the same facility for ANC visits
and labor and delivery (L&D), Indonesian clients are less
likely to do so. To reduce higher than optimal loss to follow-up
between an ANC and L&D, the study team decided to recruit
postpartum women in Indonesia when they attend L&D care
instead of at ANC. In Kenya, in consultation with study donors,
the fourth interview at 12 months postpartum was added to the
study protocol after data collection had begun but before the
majority of the participants in Kenya had passed 12 months
postpartum. Unfortunately, a majority of women in Indonesia had
already passed the 12 months postpartum time point when the
12 months interview was designed and we were unable to add
this component to the study plan in Indoensia. A subsample of all
postpartum participants are also interviewed through FGDs or
IDIs.

Pregnant/postpartum women who are eligible for partici-
pation in the PPFP Choices study met the following study
criteria:

¢ Indonesia specific:

a. In the immediate postpartum period (within 72 hours,
prior to leaving the health facility)

b. Reports having attended ANC within her third
trimester (28 weeks pregnant and later) at a study
facility

e Kenya specific:

a. Atleast 28 weeks pregnant
b. Reports that she plans to deliver at a study facility

e Both Indonesia and Kenya:

a. Aged 15-49 years at enrollment (Indonesian ado-
lescents aged 15-16 must be married for purposes
of the study consent. Indonesian adolescents who
are married, as well as Indonesian adolescents who
are 17 years old and older are considered legal adults.
Pregnant adolescents in Kenya are considered legal
adults.)

b. Provides voluntary informed consent

c. Does not plan to relocate in the next 12 months at
the time of enrollment

Postabortion  participants: In both countries, postabortion
participants are engaged in quantitative interviews at two sepa-
rate time points, and a subsample are also interviewed through
in-depth interviews following their second quantitative interview.
Postabortion women who are eligible for participation in the
PPFP Choices study met the following study criteria:

e In the immediate postabortion care period (within 72
hours in Indonesia, within 48 hours in Kenya, prior to
leaving the health facility for treatment of an incomplete
abortion)

e Aged 15-49 years at time of enrollment (Indonesian
adolescents aged 15-16 must be married for purposes of
the study consent. Indonesian adolescents who are mar-
ried, as well as Indonesian adolescents who are 17 years
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old and older are considered legal adults. Pregnant
adolescents in Kenya are considered legal adults.)

e Provides voluntary informed consent

e Does not plan to relocate in the next six months

Recruitment for all pregnant, postpartum, and postabortion
participants is completed at the study facilities with standardized
recruitment, screening, and consent tools.

Key informant participants: In both countries, key informant
participants represent key groups of interest who understand
the individual, community, and institutional factors affect-
ing postpregnancy FP within their respective country and
region. They include representatives from the MOH and
other policy makers, religious and community influencers,
public and private facility health care providers, and health
facility administrators. Key informants are interviewed at the
beginning of the PPFP Choices project and after comple-
tion of all client participant enrollment (prior to implementa-
tion of the PPFP Choices package of interventions in the control
areas). Key informants who are eligible for participation in the
PPFP Choices study:

e Currently live or work in a study region
e Are at least 18 years old

e Understand the local language (Bahasa in Indonesia
and Kiswabhili or Kimeru in Kenya) or English

e Hold an authoritative, political, or programmatic posi-
tion that could influence issues affecting access to
postpregnancy FP

e Able to provide voluntary informed consent

e Agree to the audio recording of the discussion

Key informants are purposely selected by the study team on
the basis of their potential to influence postpregnancy FP,
familiarity with the culture and community, and ability to
communicate. They are recruited, consented, and interviewed by
higher-level study staff using standardized tools. KlIs are done
at the initiation of the study in part to inform the intervention,
and again at the end of the study to assess if knowledge and
understanding of these key groups changed.

Written informed consent will be sought from all participants
before any data collection begins. Materials will be provided
to participants in English, Bahasa, Kimeru or Kiswahili and
consent will be obtained confirmed on signed informed consent
forms bearing either the participant’s initials, signature or a
thumbprint. A signed copy of the consent form was given to the
participant for their retention. In case a participant did not wish
to take the copy, both signed copies would be kept in the study
folder.

Study instruments

Following initial implementation of the packages of interven-
tions, the PPFP Choices data is collected through a mixed
methods approach. Quantitative data is collected about each
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facility using facility assessments and data extraction from facil-
ity records, and from postpartum and postabortion participants
using client interviews. Qualitative data, used to complement
and further develop themes uncovered in the quantitative data, is
gathered from a subset of postpartum and postabortion partici-
pants through FGDs and IDIs, and from purposely selected from
interviews with key informants. All data collection tools were
created with technical expert input and underwent multiple itera-
tions and reviews through rounds of in-country pretesting prior
to the start of data collection. In Indonesia, pre-testing of data
collection tools was completed in Central Java with support from
the Center for Health Policy and Management at the University
of Gadjah Mada, whom we contracted for data collection. In
Kenya, PPFP Choices staff pre-tested each tool with help
from participants at Nairobi-based health facilities. Each study
tool has specific goals and is administered at the different time
point of the study as described below. All English, Kiswahili,
Kimeru, and Bahasa versions of the study tools are accessible
on Figshare in the project Post Pregnancy Family Planning
Choices in the Public and Private Sectors in Kenya and
Indonesia' . Figure 3 summarizes types of data collection
method by participant and time point.

Facility assessment: Facility assessments take place at three
points throughout the study period: baseline, midline, and
endline. The assessment gathers information on staff cadre,
numbers in each cadre, and reported service provision abil-
ity; average monthly numbers of selected pregnancy and
FP-related services provided; and select FP-related commod-
ity and equipment availability. In addition, data collectors extract

Baseline
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monthly service provision statistics from registers for each
health facility. Data recorded include facility-wide numbers
of monthly ANC, delivery, and postabortion care clients as
well as reported FP counseling and method provision for those
clients.

Postpartum client interviews: The goal of the ANC, postpar-
tum, and postabortion client interviews is to understand the
relationships between client experiences, satisfaction, and atti-
tudes; postpregnancy FP knowledge and FP intentions; and
use and continuation of FP. Face-to-face interviews take place
between the client and a data collector at each collection
point, with the data collector recording all answers directly.

In Indonesia, postpartum clients are first approached for recruit-
ment by PPFP Choices data collectors during their delivery
visit, immediately prior to discharge from the health facil-
ity, after all other visit activities have been completed. Eligible
women who consent to participation are interviewed imme-
diately following recruitment. This interview is known as
Interview #1 and will gather information on experiences and
FP intentions both at ANC (retrospectively) and in the imme-
diate postpartum period. Interview #2 will take place when
the client is between six and seven months postpartum
and will collect information on FP-related use, intentions,
and knowledge within the first six months postpartum. For
this interview, data collectors will have, with prior permis-
sion, called or visited the participant to set the interview time
and place.

. Package of . Package of
Data Collection Interventions Data Collection Interventions
K (Intervention (Control
ey ° Areas) Areas) °«
Informants ’f ,i\'n "\ i l\
(Facility,
PO“CY, Key Informant Key Informant
o Interviews Interviews
Community)
B B B
Study Facilities
Facility Assessments Facility Assessments Facility Assessments
2 L 2 - 0o 5 'y
£ - R e
8796 L 4 e, K | . X

228 Weeks

Postparium ottt e Client at Client at 6 Months cuer;} al'?‘ to 12 CI::nI ::': 12
ici Delivery, Postpartum onths onths
:s(:rfzjclpant, (KENYAONLY)  _y pre-Discharge — —) Postpartum (KPEO;;I:\GQ:‘TY)
uay
areze Enroliment/ Interview #1 Interview #2 Focus Group
FGCI'IiIeS) Interview #0 Discussions Interview #3
+ ° °
486 ol ] ]
Postabortion
o . Client at Client at 6 Months Client at 6 Months
Partic ipa nt Postabortion Care, Postabortion Postabortion
Pre-Discharge
(FStU.?:t ) Enrollment/ Interview #2 In-Depth Interview
acilities Interview #1

Figure 3. Post Pregnancy Family Planning Choices data collection method by participant type and time point.
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In Kenya, pregnant and postpartum clients are first approached
for recruitment at an ANC visit at 28 weeks gestation or
later. They are approached by the data collectors immedi-
ately after all other visit activities are completed. Eligible
women who consent to participation are interviewed immedi-
ately following recruitment at the ANC visit. This is known as
Interview #0. As with the Indonesian participants, Interview
#1 will take place in the immediate postpartum period (within
48 hours after delivery) after completing the delivery visit but
prior to leaving the health facility. Subsequently, if an expected
participant has not been found at the facility by the data
collector two weeks after her estimated delivery date, the
data collector will contact the participant by mobile phone or
a home visit to complete a No-Show Follow-Up Interview. The
No-Show Follow-Up Interview will take the place of Inter-
view #1 and will collect participant demographics and deliv-
ery location. As with Indonesian participants, Interview #2
will take place when the client is between six and seven months
postpartum and will collect information on FP-related
use, intentions, and knowledge within the first six months
postpartum. In Kenya an additional Interview #3 will take place
when the participant is 12-18 months postpartum and are
assessed on their full first-year postpartum participant expe-
riences with FP and health facility visits. For interviews
#2 and #3, data collectors will have, with prior permission,
called or visited the participant to set the interview time and
place.

Qualitative interviews will take place with a subset of postpartum
participants between six and 12 months postpartum with the
goal of expanding upon learnings from the quantitative inter-
to further understand relationships between client
satisfaction and attitudes, postpregnancy FP knowledge and FP
intentions, and use and continuation. Potential participants are
randomized and invited by study researchers to participate in
the FGDs (at a set time and location) and IDIs (at a time and
location agreed upon by the researcher and participant).

views

Postabortion client interviews: In both countries, postabortion
participants are recruited by data collectors in the immediate
period following receipt of postabortion care (within 48 hours
in Kenya and within 72 hours in Indonesia) after all visit activi-
ties are complete and prior to discharge from the facility.
All eligible women who consent to participation are inter-
viewed for Interview #1 immediately following recruitment.
As with postpartum participants, Interview #2 will take place
between six and seven months postpartum after the data collector,
with prior permission, called or visited the participant to
set the interview time. IDIs will take place with a subset
of postabortion participants immediately following their
interview #2. As with the postpartum FGDs and IDIs, the
postabortion IDIs are invited at random prior to the interview
time point.

KllIs: Klls are completed at two time points; study baseline and
endline. Interviews take place with individuals purposefully
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selected to represent key groups of interest that understand
the individual, community, and institutional factors affecting
postpregnancy FP within the countries as a whole or the
specific study areas. Key Informants are invited to be interviewed,
consented, and interviewed by Jhpiego PPFP Choices study
leaders from the country offices.

The numbers of FGDs and IDIs in Indonesia and Kenya were
determined by the number of overall participants available in
each interview category. See Table 2 for data collection method
and its goal by sample size of each participant type and time
point.

Data entry, analysis and quality assurance

All quantitative study data is collected and managed through
the use of REDCap (Research Electronic Data Capture)’, a
secure web-based electronic data collection platform. The
Jhpiego REDCap server is hosted in Jhpiego Kenya’s Nairobi
office. All qualitative study data is collected via audio record-
ings that are transcribed to Microsoft Word then analyzed using
ATLAS .ti, a qualitative data analysis and research software.

Upon data capture, all quantitative data undergoes clean-
ing and quality assurance processes prior to analysis. The
PPFP Choices REDCap system is equipped with validation,
range, and consistency checks to minimize data entry errors.
Immediately following initial data capture, and progressively
throughout the study, data reviews are completed by a pro-
gram manager and data manager, further minimizing any data
collection errors. All electronic data entry systems are password
protected for individual users.

After all quantitative datasets are thoroughly cleaned, the study
team will report on study outcomes. Mixed-effects regression
models will be used to explore a primary outcome measur-
ing the differences in acceptance of postpartum FP six months
after delivery between the intervention and control facilities,
different demographic groups and to compare acceptance among
clients receiving varying levels of care. Models will initially
include a random intercept for facility, but may also explore the
effects of facility-level variables (for example, public versus
private facilities) on outcomes. As women will receive care
from multiple providers over the course of the study, we do not
intend to include provider-level variables. However, we intend
to develop composite variables to measure the effect of quality
of care and FP counseling on postpartum use. Survival analy-
sis techniques may also be used to explore time-to-method
acceptance for postpartum clients.

Qualitative datasets will be analyzed using grounded theory
methods. Initial interviews, transcribed and translated into
English, will be coded and analyzed in ATLAS.ti using both
a priori codes and themes that emerge during the coding proc-
ess. All datasets prepared for quantitative and qualitative
analysis will have been be de-identified and will be made
available to the public per agreement with donors.
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Ethical considerations

PPFP Choices is implemented with institutional review board
approval from the Kenya Medical Research Institute (KEMRI,
Protocol number non-KEMRI 521), the Indonesian MOH
(KemKes, number LB.02.01/5.2/KR.002/2017), and the Johns
Hopkins Bloomberg School of Public Health (JHSPH, IRB
number 00007462). The study team strictly follows a study
manual with a series of standard operating procedures (SOPs)
capturing all potential events to the extent possible. Included
in the SOPs are instructions for actions to be taken and
documentation criteria if any deviations or unanticipated
events take place.

While the study team does not anticipate that any adverse events
will occur as a result of participation in the study, the team does
anticipate that infant and maternal deaths, not related to the
study interventions, will take place among the study population.
Based on each country’s most recent (at the time of study com-
mencement) infant mortality rate and maternal mortality rate
available at the time of study inception (2012 Indonesia Demo-
graphic Health Survey® and 2014 Kenya Demographic Health
Survey®), we expect the study will encounter 137 infant
deaths and 15 maternal deaths in Indonesia and 176 infant
deaths and 16 maternal deaths in Kenya. Per PPFP Choices’
study manual and SOP, upon encounter of any expected or unex-
pected adverse events, the data collectors are to immediately
report to the study team. The study team will carefully review
each incident and report to JHSPH, KEMRI, and KemKes when
appropriate.

Study status

The PPFP Choices study completed recruitment in January
2019 and ended all follow-up data collection March 2020, a
few weeks prior to the anticipated end of data collection due to
threat of pandemic., a few weeks prior to anticipated end date
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due to the threat of pandemic. As of June 2020, data verification
and cleaning has been completed and the study team is currently
analyzing all study data. A detailed study timeline is displayed in
Figure 4 below.

Discussion

By the end of PPFP Choices, we hope to generate and dis-
seminate actionable evidence of positive drivers, barriers,
and activities that do not yield results with regard to increas-
ing uptake of postpregnancy FP and institutionalizing post-
pregnancy FP in the public and private sectors in Indonesia and
Kenya. More importantly, these learnings and experiences will
contribute to the global efforts to advance and scale up postpar-
tum and postabortion FP in similar settings beyond these two
countries.

We anticipate the study’s data collection will be completed by
April 2020 and we will begin dissemination of the most impor-
tant and relevant program learnings beginning in mid-2020. In
Indonesia, the government has already committed to reach 80%
of postpartum women with FP services but more needs to be
done to incorporate and include more integrated postpregnancy
FP services. In Kenya, we expect the results will encourage the
government and stakeholders to embrace a more comprehensive
postpregnancy FP scale-up plan. Globally, countries are mov-
ing toward universal health coverage’ and more women will be
giving birth in facilities, presenting an enormous opportunity
to provide postpartum FP to those who want it. Postabortion
FP can also help women and girls achieve their reproductive
intentions and provide cost savings for both clients and the
health system®. Instead of introducing stand-alone interven-
tions on postpartum FP or postabortion FP, a comprehen-
sive postpregnancy FP package of interventions can hopefully
be implemented with the actionable evidence from PPFP
Choices. Dissemination of PPFP Choices’ program reports,

Jan1, 2017 to Apr Package of Study Toal and Data Collection Indonesia
Study 3o, 2017 Intervention Dt Review Earticigans |oterviges;
Preg Startup Data [Inzerventian Analyssand any - Interview 1: November 2017 - September 2018
Collection: Area] toal alteration - Interview 2: May, 2018 - July 2019
* Private Sectar - FGDs and |Dls: July - Getaber 2018
Rapid Assessment Toal pre-tesing Eaciley fzapament,
+ Baseine Facity and revisians - Basefine: March 2017
Assessment: - Midline: August 2018
March 2017 - Endline: July 2015
+ Baseine Key
Informant - Basefine: Agril 2017
Interview: April - Endline: March - April, 2019

2017

/ -
| bata Collection Kenya Firal Duta Analysis Package of
Study Earticeant |merviows. and Documentation Interventions
il st m;;ﬂ:n A Package of Toal pre-tesing Toal and ~Interiew 0 March 2018-lanuary 2018 \Camtrol Area)
frss Startup Data Inerventon ard revislons oata Review - Interview 1 March 2018-Aprl 2018
Cotecton n enen “m:":::d:"""  Interview 2- September 2018-Octaber 2018
« Private Sector rea) Intenview 3: lanuary 2018-March 2020
Rapid Assessment -£@Ds and IDIs: Feb - Aari, 2019
= Baseline Faciity Eagiiv Aszessment
Assessment: “Baseline: lanuary 2017
January 2017 - Midine: August - Septamber 2018
*  Baseline ey - Endline: Apeil - june 2019
Informart :
Intesview: Agril - Baseline: early 2017
2017 - Endline: Aped - hune 2018

Figure 4. PPFP Choices study timeline.
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lessons learned, and research findings will target multi-sectoral
stakeholders, including the global FP community, country-level
policy makers, national and subnational governments, imple-
menting partners, and local non-profit organizations via a variety
of fora.

Aside from actionable evidence generated around postpreg-
nancy FP programming, it is also expected that this multi-country
study will provide valuable lessons learned from a study meth-
odology point of view. The lessons might include ways to
minimize loss to follow-up with postpregnancy women during
this vulnerable period of time in these settings. Additionally,
there will also be lessons around data management processes
for two countries with similar but not identical study ques-
tionnaires, topics may include analysis of quasi-experimental
operations research data collected at different time points from
study cohorts who may or may not be exposed to the exact same
intervention.

Data availability
Underlying data
No underlying data are associated with this article.

Extended data
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Figshare: PPFP Choices Kenya and Indonesia Postabortion Care
Interview 1. https://doi.org/10.6084/m9.figshare.12485771.v1*

Figshare: PPFP Choices Kenya and Indonesia Postabortion
Care Interview 2. https://doi.org/10.6084/m9.figshare.
12485801.v1%

Figshare: PPFP Choices Kenya and Indonesia Adult PPFP
Acceptor Focus Group Discussion Guide. https://doi.org/10.6084/
m9.figshare.12494663.v1%
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Figshare: PPFP Choices Kenya and Indonesia Adult PPFP Non-
Acceptor Focus Group Discussion Guide. https://doi.org/10.6084/
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Figshare: PPFP Choices Kenya Adult Private Facility PPFP
Acceptor In-Depth Interview Guide. https://doi.org/10.6084/
m9.figshare.12494501.v1%

Figshare: PPFP Choices Kenya Adult Private Facility PPFP
Non-Acceptor In-Depth Interview Guide. https://doi.org/10.6084/
m9.figshare.12494582.v1%

Figshare: PPFP Choices Kenya Adolescent Postpartum In-
Depth Interview Guide. https://doi.org/10.6084/m9.figshare.
12494375.v1%

Figshare: PPFP Choices Indonesia Adolescent Postpartum In
Depth Interview Guide. https://doi.org/10.6084/m9.figshare.
12494660.v1*!

Figshare: PPFP Choices Kenya and Indonesia Postabortion In-
Depth Interview Guide. https://doi.org/10.6084/m9.figshare.
12494600.v13*

Figshare: PPFP Choices Kenya and Indonesia Community
Influencer Key Informant Interview Guide. https://doi.org/10.6084/
m9.figshare.12494615.v13

Figshare: PPFP Choices Kenya and Indonesia Facility Adminis-
trator and Providers Key Informant Interview Guide. https://doi.
org/10.6084/m9.figshare.12494648.v 13

Figshare: PPFP Choices Kenya and Indonesia Policy Maker
Key Informant Interview Guide. https://doi.org/10.6084/m9.
figshare.12510698.v1%

Figshare: PPFP Choices Kenya and Indonesia Facility Assessment
Tools. https://doi.org/10.6084/m9.figshare.12541559.v13¢

Figshare: PPFP Choices Kenya and Indonesia List of Activities
Implemented. https://doi.org/10.6084/m9.figshare.13318742.v1!¢

Data are available under the terms of the Creative Commons
Zero “No rights reserved” data waiver (CCO 1.0 Public domain
dedication).
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Avishek Hazra
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1) Information does exist in Kenya regarding postabortion family planning uptake. See for
example:
1. Mackenzius et al. (2018").

2. Wendot et al. (20182).

2) Abstract:
1. In the Method section it's written ‘Participants include health facilities.” Since facilities are

not participants as such, please indicate if by participant the intention was to refer to health
personnel.

2. The method section should also include i) the duration of the operations research, ii) the
targeted sample sizes for quantitative and qualitative interviews (a break up by public and
private may also be useful), and iii) the time points (year) of each wave of data collection.

3) Introduction:

1. This is well written. ‘The study follows a theory of change model'. You may like to specify if
the study team developed this ToC or adopted/adapted from other existing ToC. The ToC is
too crowded and wondering if a simplified version with key phrases could be used instead
of long sentences in the ‘inputs’, ‘process’....impact’ blocks.

2.It's also not very clear if the study will assess all the outcomes and also impacts. It's worth
specifying which components of the ToC the study will measure/assess.

4) Methods:
1. Were the experimental and control districts matched? Are they contiguous? Is there any
chance of contamination between the intervention and control districts?
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10.

11.

12.

. It was not very clear if baseline data had already been collected. It seems that interventions

started in 2017 suggesting that the baseline would have had to happen prior to 2017.
Please clarify.

. It will be helpful if the authors could provide a diagram to describe the design as is typical of

OR studies - (i.e.) the diagram should include the time points of data collection (t1,t2), the
experimental and control arms (E/C), and the intervention (x).

. Glad to see that the sample size calculations accounted for clustering and the design effect.

. Please clarify if “Sample sizes were calculated to measure a change from 10% to 15% in

Indonesia and from 6% to 10% in Kenya at intervention facilities over the course of the
study.” Please state clearly if these are the ‘absolute’ changes in the intervention area OR,
these are ‘net’ changes in the intervention area accounting for the change in the control
area?

. More importantly, the prevalence rates considered for sample size calculation are of 2012

and 2014, and until the time the project began, there could be changes in these rates. Did
your sample size calculation consider/factored that in and if so please specify how.
Similarly, for post-abortion women, the assumed 10% points change is ‘absolute’ or ‘net’
change?

. Please specify the target sample size for the qualitative interviews.

. Please specify the duration of the study so that it is easier for a reader to know over what

period the hypothesized change would occur. “change from 10% to 15% in Indonesia and
from 6% to 10% in Kenya at intervention facilities over the course of the study.”

. A strength of the proposed design is the longitudinal tracking of women.

Include some information on what types of cost data will be collected.

State clearly whether the respondents in the ‘multiple time points’ are cross-sectional or
longitudinal cohort of women in the study design section (the mention of cohort appears
much later). Also, please specify the ‘multiple’ time points in terms of year/months of
surveys.

Was the voluntary informed consent verbal or written? In which language? Was a copy of
the consent form given to them?

5) Analysis:

1.

2.

Please add a couple of lines to indicate that the analytical approach will be a difference in
difference method. This seems to be implicit but make it explicit. If so, please state clearly
what would be the dependent variables and independent variables that would be adjusted
for.

Indicate the different levels that will be considered in the multilevel analysis.
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3. It will also be helpful to include explicitly how public and private facilities will be compared
since private sector involvement is a key component of the study.

4. In addition to facility level variation, there will likely be provider level variations that will
need to be taken care of. Unless in certain types of facilities, there is only one provider in
which case the facility and provider are analogous.

5. Include a description of the types of cost analyses that will be done.

6) Data collection during Covid-19:
1. The authors should specify the precautions that will be taken while collecting data in the
pandemic and if they anticipate any changes to the design (e.g., changes in sample sizes,
types of data collected and so forth).

7) Intervention description and theory of change:
1. The details of the intervention are limited. Please expand.

2.1liked the multi-layered nature of the intervention from national to facility. Please make
explicit as to which type of data capture will collect information on these different layers. I
presume that the KIIs will capture the policy and program contexts at the national and sub-
national levels; while the facility and client level information will describe the care giving
process and outcomes.
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We confirm that we have read this submission and believe that we have an appropriate level
of expertise to confirm that it is of an acceptable scientific standard, however we have
significant reservations, as outlined above.

Elaine Charurat, |hpiego, Baltimore, USA

Notes on revision: Thank you for giving us the opportunity to revise and resubmit the
paper. We have managed to address the comments and suggestions to the best of our
abilities. The corrections are in track changes on the revised manuscript. The following
notes explain how we responded to each comment.

Comment 1: Information does exist in Kenya regarding postabortion family planning
uptake. See for example:

Mackenzius et al. (2018).

Wendot et al. (20182).

Response 1: Thank you for those references - to clarify we did not take those into
considerations for the study as they are published after the study had started but will
consider them when we prepare for the manuscripts related to study results.

Abstract

Comment 2: In the Method section it's written ‘Participants include health facilities.” Since
facilities are not participants as such, please indicate if by participant the intention was to
refer to health personnel.

Response 2: We did not mean to say that health personnel are participants, but that data is
gathered from heath facilities, via pre- and post- facility assessments. However, we
acknowledge that the wording did make this unclear. We have adjusted the wording in the
abstract.

Comment 3: The method section should also include i) the duration of the operations
research, ii) the targeted sample sizes for quantitative and qualitative interviews (a break up
by public and private may also be useful), and iii) the time points (year) of each wave of data
collection.

Response 3: We have added the duration of the study to this section of the abstract as well
as the overall facility and structured interview sample sizes. We regret that we couldn’t
include more details on the sample size and time point information in the abstract due to
word limit requirements. This information is included further in the methods section of the

paper.

Introduction

Comment 4: This is well written. ‘The study follows a theory of change model'. You may like
to specify if the study team developed this ToC or adopted/adapted from other existing ToC.
The ToC is too crowded and wondering if a simplified version with key phrases could be

Page 21 of 33



G ates O pe n Resea rC h Gates Open Research 2020, 4:89 Last updated: 26 FEB 2021

used instead of long sentences in the ‘inputs’, ‘process'.... impact’ blocks.

Response 4: The study team developed this theory of change based off of the WHO's
Programming Strategies for Postpartum Family Planning, as well as Jhpiego specific findings
from our own PPFP Choices private sector assessments in study sites conducted prior to the
introduction of the intervention in 2017; facility assessments focusing on opportunities of
integrating postpartum and postabortion FP in Kenya and Indonesia conducted in 2016 by
Jhpiego prior to PPFP Choices’ inception; and additional Jhpiego programming experiences
within and beyond Kenya and Indonesia. This is explained on pages 5-6 of the text.

We acknowledge that the ToC seems to be quite “wordy,” however, each word was chosen
with care and we feel that by cutting the sections down any further, we will lose the nuance
of what we are attempting to convey.

Comment 5: It's also not very clear if the study will assess all the outcomes and also
impacts. It's worth specifying which components of the ToC the study will measure/assess.

Response 5: With the timing of this study, in which data collection takes place over a period
of three years, we expect to be assessing the Outcomes listed in the ToC. The expectation is
that if the outcomes are fully met and recommendations for scale-up of similar programs
and sustainability of quality FP services are accepted, then this will, over time, lead to our
expected impacts also being met. Language clarifying this expectation has been added to
page 6.

Methods
Comment 6: Were the experimental and control districts matched? Are they contiguous? Is
there any chance of contamination between the intervention and control districts?

Response 6: The study areas were matched as much as possible across a set of study
criteria including number of normal deliveries, number of women attending 4+ ANC visits,
number of deliveries per year and number of public and private facilities. In neither country
are the study areas next to each other and there is little chance for contamination between
the intervention and control areas. This has been clarified on page 11.

Comment 7: It was not very clear if baseline data had already been collected. It seems that
interventions started in 2017 suggesting that the baseline would have had to happen prior
to 2017. Please clarify.

Response 7: We have clarified the wording on page 10 to indicate that we are comparing
intervention to control results regarding our main outcome of LARC-PM use at 6-months
postpartum. Our previous wording implied that we would be comparing to a temporal
baseline, which is not the case. We did however, complete baseline facility assessments and
baseline KIIs with community leaders prior to intervention in early 2017.

Comment 8: It will be helpful if the authors could provide a diagram to describe the design
as is typical of OR studies - (i.e.) the diagram should include the time points of data
collection (t1,t2), the experimental and control arms (E/C), and the intervention (x).
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Response 8: Study timeline (Figure 4) is now included in version 2 of the paper.

Comment 9: Glad to see that the sample size calculations accounted for clustering and the
design effect.

Response 9: Thank you.

Comment 10: Please clarify if “Sample sizes were calculated to measure a change from 10%
to 15% in Indonesia and from 6% to 10% in Kenya at intervention facilities over the course
of the study.” Please state clearly if these are the ‘absolute’ changes in the intervention area
OR, these are 'net’ changes in the intervention area accounting for the change in the control
area?

Response 10: As mentioned above, we have clarified the language in the sample sizes
section to indicate that the change is a change in the expected outcome in the intervention
area and will be compared to usual use of LARC+PM at six months postpartum rather than
to any baseline measures at individual facilities.

Comment 11: More importantly, the prevalence rates considered for sample size
calculation are of 2012 and 2014, and until the time the project began, there could be
changes in these rates. Did your sample size calculation consider/factored that in and if so
please specify how.

Response 11: No. We used the most recent data available to us at the time to design the
study. Our consultations with local government and non-profit stakeholders indicated no
need to adjust our sample size calculations to reflect change in uptake. Please note that the
study was designed in 2015 and approved by the IRB in 2016, so while there may have been
some differences they reflect only one to three years change, rather than the more than
eight years from the Indonesia DHS to today.

Comment 12: Similarly, for post-abortion women, the assumed 10% points change is
‘absolute’ or ‘net’ change?

Response 12: For postabortion women, we used a 10% net change (a decrease from 50% to
40% as stated on page 10) in the percent of women in the cohort accepting a method
immediately following pregnancy loss compared to the percent of women in the cohort
using a method six months later at intervention sites only. We have clarified that this is set
to measure a “net” change on page 11.

Comment 13: Please specify the target sample size for the qualitative interviews.

Response 13: This information is included in Table 2, but we have clarified the language and
have added the information to the narrative on page 11.

Comment 14: Please specify the duration of the study so that it is easier for a reader to
know over what period the hypothesized change would occur. “change from 10% to 15% in
Indonesia and from 6% to 10% in Kenya at intervention facilities over the course of the
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study.”

Response 14: As noted above, we have clarified that the change is not from baseline to
endline, but from control to intervention.

Comment 15: A strength of the proposed design is the longitudinal tracking of women.
Response 15: Thank you.
Comment 16: Include some information on what types of cost data will be collected.

Response 16: Kindly see response to the first reviewer on data collection for cost-related
information.

Comment 17: State clearly whether the respondents in the ‘multiple time points’ are cross-
sectional or longitudinal cohort of women in the study design section (the mention of
cohort appears much later). Also, please specify the ‘multiple’ time points in terms of
year/months of surveys.

Response 17: Thank you, we have clarified that this data is collected longitudinally.

Comment 18: Was the voluntary informed consent verbal or written? In which language?
Was a copy of the consent form given to them?

Response 18: All eligible participants were provided with written consent form in preferred
language in English, Bahasa, Kimeru or Kiswahili and consent was obtained in writing with
participant initials, signature or a thumbprint. A signed copy of the consent form was given
to the participant for their retention. In case a participant did not wish to take the copy,
both signed copies would be kept in the study folder. This has been clarified on page 14.

Analysis

Comment 19: Please add a couple of lines to indicate that the analytical approach will be a
difference in difference method. This seems to be implicit but make it explicit. If so, please
state clearly what would be the dependent variables and independent variables that would
be adjusted for.

Response 19: We will not be calculating a difference-in-difference because we are not
comparing baseline and endline results. Our apologies that this was not clear throughout
the proposal. As previously stated, we have amended the study design section to clarify our
plans. For our primary research question, we are instead intending to conduct mixed-effects
logistic regression analysis to identify factors, including recruitment from an intervention
facility and potentially receipt of different types of services, associated with increased odds
of using a LARC+PM at six months postpartum, along with several other secondary
outcomes of interest.Additional language about our analytic plan has been added to page
19.

Comment 20: Indicate the different levels that will be considered in the multilevel analysis.
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Response 20: We will consider individual and facility levels. Our primary model will only
include a random intercept for facility, but we may explore other models that consider
additional facility-level variables. We have added language to page 19 to indicate our plans
for using the random intercept.

Comment 21: It will also be helpful to include explicitly how public and private facilities will
be compared since private sector involvement is a key component of the study.

Response 21: We will include a variable to measure the effect of recruitment from a public
or private facility on key outcomes. This will most likely be entered into the model at the
individual level, but we will explore inclusion of this variable at the facility level as well.
Furthermore, we will conduct descriptive analysis comparing clients and outcomes at public
and private facilities and will highlight the differences between public and private facilities
in qualitative analysis.

Comment 22: In addition to facility level variation, there will likely be provider level
variations that will need to be taken care of. Unless in certain types of facilities, there is only
one provider in which case the facility and provider are analogous.

Response 22: Thank you for this comment. It is true that there will likely be variations in the
care provided by individual providers. However, women in our study may receive care from
more than one provider over the course of the study period as they transition from
antenatal to labor and delivery to postpartum care. All data are collected retrospectively
from clients, including shortly after delivery when recollection of the specific providers
attending to a woman may be challenging. For this reason, we have chosen not to include
provider-level information in any of our models. However, we have included questions
about the type of care the women received and intend to explore relationships between a
composite quality of care variable or variables and our primary research outcomes. A short
statement on this has been added to page 19.

Comment 23: Include a description of the types of cost analyses that will be done.
Response 23: Similar question was raised by the first reviewer, kindly see earlier response.

Data collection during Covid-19

Comment 24: The authors should specify the precautions that will be taken while collecting
data in the pandemic and if they anticipate any changes to the design (e.g., changes in
sample sizes, types of data collected and so forth).

Response 24: PPFP Choices' data collection was completed in Indonesia before the start of
the pandemic. Data collection for the first three contact points was also complete in Kenya
and we were set to finish the 12 months follow-up in April 2020. On March 16, 2020, we
decided to end the remaining data collection activities in Kenya. As a result, we lost 365
women at 12 months follow-up in Kenya.

Intervention description and theory of change
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Comment 25: The details of the intervention are limited. Please expand.
Response 25: Similar question was raised by the first reviewer, kindly see earlier response.

Comment 26: I liked the multi-layered nature of the intervention from national to facility.
Please make explicit as to which type of data capture will collect information on these
different layers. I presume that the KIIs will capture the policy and program contexts at the
national and sub-national levels; while the facility and client level information will describe
the care giving process and outcomes.

Response 26: This is correct except we might also find additional information in KIIs and
FGDs and will record accordingly. This has been clarified on page 10.

Competing Interests: No competing interests were disclosed.

Reviewer Report 17 August 2020

https://doi.org/10.21956/gatesopenres.14338.r29282

© 2020 Cleland ). This is an open access peer review report distributed under the terms of the Creative Commons
Attribution License, which permits unrestricted use, distribution, and reproduction in any medium, provided the
original work is properly cited.

? John Cleland
Department of Population Health, London School of Hygiene & Tropical Medicine, London, UK

The rationale for this intervention is clear. The focus on long-acting and permanent methods
(LARPMs) is welcome, as is the inclusion of private-sector facilities. The protocol is much stronger
and more detailed on the research component than on the nature of the intervention itself.
Perhaps, this imbalance reflects the fact that intervention activities apparently started some years
ago but the consequence is that their precise nature is unspecified and impossible to replicate. For
instance, is antenatal counselling in Kenya given in groups or individually? How many staff are
trained in IUD/implant insertions and sterilization? Are women interested in LARPMs but unwilling
to accept before discharge given an appointment to receive the method at a later date? What role,
if any, do postnatal checks and child immunization visits play? What client-charges are made for
provision of contraceptive devices in private facilities? Are public-sector facilities or staff given any
incentives, for instance performance related bonuses, for provision of postpartum family
planning?

Overall study design:

o If I have understood correctly, the design is a form of stepped-wedge trial, with two steps.
Intervention facilities receive the package first (in 2017?) and then starting in 2020 (or
whenever the covid-pandemic permits), the control facilities receive the package but no
evaluation is planned for the control facilities. The sample size calculations on page 7
confused me. It is initially stated that they were calculated to detect a difference in LARPM

Page 26 of 33


https://doi.org/10.21956/gatesopenres.14338.r29282
https://creativecommons.org/licenses/by/4.0/
https://creativecommons.org/licenses/by/4.0/
http://orcid.org/0000-0002-8635-1009

G a te S O p e n Re Sea rC h Gates Open Research 2020, 4:89 Last updated: 26 FEB 2021

use at 6 months postpartum between intervention and control facilities but subsequently it
is stated that the size calculations were based on changes in LARPM use at 6 months
between start and end in intervention facilities. On page 13, the plans for analysis imply an
emphasis on intervention versus control comparisons.

Changes in LARPM use between baseline and endline can only be estimated from facility
records. If quality control checks on these records have been made, or investigators have
confidence in their validity, they represent a valuable additional means of assessment and
should be analysed for both intervention and control facilities. This would permit a check on
the possibility that research activities in control facilities had a “Hawthorne-type” effect,
resulting in an increased interest in postpartum FP among both women and staff in control
facilities, and thereby complicating the intervention versus control comparison.

o The design in Kenya is much stronger than in Indonesia, both in the number of facilities

Objec

selected and in the addition for Kenya of antenatal recruitment and a 12-month follow-up.
There must be sound pragmatic reasons for these divergences but most are unstated. Of
particular concern is the selection of only one public-sector facility in Indonesia in each arm.
I doubt whether the study will be able to provide reliable indications of how postpartum FP
in the public-sector can be enhanced in this country, based on only one facility in each arm.

tives versus design:

> The key objective is nuanced. Rather than simply assess the impact on FP uptake of the

intervention package, the aim is to identify key determinants, or programming inputs, that
influence FP uptake. The implication is that some components of the package add little
value. As stated in the protocol, the desire is to identify what works and what does not.
Ideally, a multifactorial trial design would be needed to meet this objective. Instead, I
assume that answers will be sought in a subjective manner from the KiIs, IDIs and FGDs.
But I wonder what the investigators have in mind. Most intervention components---staff
training, supply chain, improved record keeping, counselling at different points—are
indispensable and mutually reinforcing. My hunch is that the enthusiasm for the project of
top facility managers will be critical but this would not be helpful for scaling-up.

Several objectives specify cost analysis but the collection of relevant data is not mentioned
in the methods. Collection of robust cost information is a huge challenge, not least because
it requires staff time-use information and careful separation of implementation and
research expenditure. This omission is a concern because assessment of cost-benefit is
crucial for decisions about scale-up. It would be surprising if the intervention did not result
in an increase in LARPMs at 6 months but the cost efficiency of the increase is uncertain.

Ethical dimensions:
» The protocol has received ethical clearance which is reassuring but I regret the absence of

any discussion. Personally, I am concerned about women who are counselled for the first
time and offered LARPMs immediately before or after delivery when they are vulnerable
and not in the best position to give informed consent. The threat to the voluntary principle
is exacerbated if staff are under any pressure or incentive to increase pre-discharge uptake
and will be more common in Indonesia where many women will not have been counselled
during antenatal visits. Specifically, I would regard it as unethical to offer immediate
postpartum sterilization unless the woman had previously indicated a desire for a
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permanent method at the antenatal stage.

o A further delicate matter is follow-up of abortion cases, many of whom may wish to conceal
the procedure from partners or relatives. The protocol states that the date and location of
follow-up interviews will be jointly decided with participants. This is a sound tactic. It seems
likely that loss to follow-up will be higher for abortion than for delivery cases.

Research methods:

o These are impressive and the mix of quantitative and qualitative data collection is welcome.
Eligibility for the surveys is carefully specified and allowance for loss to follow-up seems
realistic. I assume that mobile phone numbers will be routinely ascertained to facilitate
follow-up. The number of KlIs and IDIs is very large (about 100 in each country). Translation,
transcription, coding and analysis is very time-consuming and I hope sufficient funds have
been budgeted.

Is the rationale for, and objectives of, the study clearly described?
Yes

Is the study design appropriate for the research question?
Partly

Are sufficient details of the methods provided to allow replication by others?
No

Are the datasets clearly presented in a useable and accessible format?
Not applicable

Competing Interests: No competing interests were disclosed.
Reviewer Expertise: Demography, fertility, family planning

I confirm that I have read this submission and believe that I have an appropriate level of
expertise to confirm that it is of an acceptable scientific standard, however I have
significant reservations, as outlined above.

Author Response 19 Nov 2020
Elaine Charurat, |hpiego, Baltimore, USA

Notes on revision: Thank you for giving us the opportunity to revise and resubmit the
paper. We have managed to address the comments and suggestions to the best of our
abilities. The corrections are in track changes on the revised manuscript. The following
notes explain how we responded to each comment.

Comment 1: The rationale for this intervention is clear. The focus on long-acting and
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permanent methods (LARPMs) is welcome, as is the inclusion of private-sector facilities. The
protocol is much stronger and more detailed on the research component than on the
nature of the intervention itself. Perhaps, this imbalance reflects the fact that intervention
activities apparently started some years ago but the consequence is that their precise
nature is unspecified and impossible to replicate. For instance, is antenatal counselling in
Kenya given in groups or individually? How many staff are trained in IUD/implant insertions
and sterilization? Are women interested in LARPMs but unwilling to accept before discharge
given an appointment to receive the method at a later date? What role, if any, do postnatal
checks and child immunization visits play? What client-charges are made for provision of
contraceptive devices in private facilities? Are public-sector facilities or staff given any
incentives, for instance performance related bonuses, for provision of postpartum family
planning?

Response 1: The purpose of this manuscript is the protocol itself. Therefore, we
intentionally focused on the research component rather than the intervention, which is
generally outlined in Figure 2a-d. We also keep country-specific intervention trackers (now
as Extended data, DOL: https://doi.org/10.6084/m9.figshare.13318742.v1) detailing exactly
what was implemented in the study areas. We hope that, once the study is completed, we
will be able to make recommendations for future programming based on the study results
and programmatic learnings so that others will be able to replicate and/or scale-up the
effective interventions. These recommendations will be disseminated through subsequent
manuscripts with study results, white papers, program briefs and other channels as
appropriate. In short, the interventions were carried out from pregnancy through
immediate post-pregnancy period and integrated within existing current health systems in
Kenya and Indonesia.

Overall study design

Comment 2: If [ have understood correctly, the design is a form of stepped-wedge trial,
with two steps. Intervention facilities receive the package first (in 2017?) and then starting in
2020 (or whenever the covid-pandemic permits), the control facilities receive the package
but no evaluation is planned for the control facilities. The sample size calculations on page 7
confused me. It is initially stated that they were calculated to detect a difference in LARPM
use at 6 months postpartum between intervention and control facilities but subsequently it
is stated that the size calculations were based on changes in LARPM use at 6 months
between start and end in intervention facilities. On page 13, the plans for analysis imply an
emphasis on intervention versus control comparisons.

Response 2: We understand why this may been seen as a stepped-wedge trial, but do not
consider it to be one ourselves because intervention and control data will be simultaneously
collected. Furthermore, while the control facilities will eventually receive the intervention, or
a subset of the intervention package as the results of the study may recommend, this will be
done outside of the study period. A stepped-wedge design has therefore not been
accounted for in sample size calculations.

We apologize if the sample size calculations were unclear. We are not measuring an
increase over time but instead expect to see a higher percentage of users at 6 months
postpartum in the intervention area. This is higher than the "baseline", which isn't really a
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baseline temporally so much as a comparison to the percent of users accepting a method
under usual care. We have added clarifying language to the third paragraph of the Sample
Size section on page 10.

Comment 3: Changes in LARPM use between baseline and endline can only be estimated
from facility records. If quality control checks on these records have been made, or
investigators have confidence in their validity, they represent a valuable additional means of
assessment and should be analysed for both intervention and control facilities. This would
permit a check on the possibility that research activities in control facilities had a
“Hawthorne-type” effect, resulting in an increased interest in postpartum FP among both
women and staff in control facilities, and thereby complicating the intervention versus
control comparison.

Response 3: As noted above, we have revised the Sample Size section to clarify that we are
comparing, not baseline to endline, but control facilities to intervention facilities among a
cohort of postpartum women.

Comment 4: The design in Kenya is much stronger than in Indonesia, both in the number of
facilities selected and in the addition for Kenya of antenatal recruitment and a 12-month
follow-up. There must be sound pragmatic reasons for these divergences but most are
unstated. Of particular concern is the selection of only one public-sector facility in Indonesia
in each arm. I doubt whether the study will be able to provide reliable indications of how
postpartum FP in the public-sector can be enhanced in this country, based on only one
facility in each arm.

Response 4: We agree with the reviewer comments about the limitations of private sector
findings in Indonesia (we have 3 public sector facilities and 1 private sector facility per arm),
and acknowledge that the study would have been stronger had we recruited equal sized
samples from each facility. However, actual site selection was done based on programs
needs and convenience given the existing relationships and presence of the MyChoice
program in Indonesia. Within MyChoice and PPFP Choices study districts, a smaller number
of facilities met the study criteria to receive the interventions, but these facilities, especially
qualifying private sector facilities, each experience a higher volume of patients per month
than the Kenyan facilities. Use of these facilities therefore allowed us to meet the desired
public and private participant sample size, but unfortunately resulted in inclusion of only
one large private facility per study arm. All analysis takes this variety into consideration and
controls, where possible and reasonable, for facility level differences. We are planning a
mixed-effects model with a random intercept for facility and have included this information
under our data entry and analysis section of the updated version this publication.

We agree that it would have been ideal to complete ANC and 12-month interviews in both
Kenya and Indonesia. In Indonesia we chose to recruit women from labor and delivery
(L&D) rather than ANC because women are known to frequently change facilities and
providers from ANC to L&D. As this would have made it more difficult to track women
through the system and ensure that they continued to receive care from intervention
facilities if recruited from one, we chose to simplify the process and recruit women after
delivery. This is outlined on pages 12 and 13. We were also, unfortunately, unable to secure
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additional funding and IRB approval for the 12-month interview in Indonesia until after
many of the Indonesian participants passed 12-months postpartum. As this would have led
to a sample size too small for our planned analyses, we chose to omit the 12-month
interview from the plan in Indonesia. We have added language to indicate why the 12-
month interview as not conducted in Indonesia to page 13.

Objectives versus design

Comment 5: The key objective is nuanced. Rather than simply assess the impact on FP
uptake of the intervention package, the aim is to identify key determinants, or
programming inputs, that influence FP uptake. The implication is that some components of
the package add little value. As stated in the protocol, the desire is to identify what works
and what does not. Ideally, a multifactorial trial design would be needed to meet this
objective. Instead, I assume that answers will be sought in a subjective manner from the
Klls, IDIs and FGDs. But I wonder what the investigators have in mind. Most intervention
components---staff training, supply chain, improved record keeping, counselling at different
points—are indispensable and mutually reinforcing. My hunch is that the enthusiasm for
the project of top facility managers will be critical but this would not be helpful for scaling-

up.

Response 5: We agree with the reviewer's point on overall the study’'s main goal is to assess
the impact on family planning uptake at six-month postpartum. Based on existing
programming experience and literatures, we also understand PPFP interventions requires
all relevant components but are hoping to identify most crucial elements for future
programming consideration. We also agree with the reviewer’s point on facility managers
as they play critical role as they are encouraged and empowered to take ownership during
implementation. Additionally, while data from client interviews will give us direct
associations on key factors such as women's demographic characteristics, fertility intention,
counseling, method availability etc, we are hoping the qualitative results from KiIs, IDIs and
FGDs will reveal facilitators and barriers which may not be covered during client exit and
follow-up interviews.

Comment 6: Several objectives specify cost analysis but the collection of relevant data is not
mentioned in the methods. Collection of robust cost information is a huge challenge, not
least because it requires staff time-use information and careful separation of
implementation and research expenditure. This omission is a concern because assessment
of cost-benefit is crucial for decisions about scale-up. It would be surprising if the
intervention did not result in an increase in LARPMs at 6 months but the cost efficiency of
the increase is uncertain.

Response 6: We initially intended to conduct a more robust cost analysis. However, we were
unable to collect the needed cost elements due to budget constraints and a prioritization of
other learning objectives. Instead, we are hoping to gain insights into and examine those
cost related topics from qualitative results, as it is an important consideration for scale-up.
We have updated Table 1's title from PPFP Choices study themes and key questions to “PPFP
Choices study themes and key questions to be explored” to avoid further confusion.

Ethical dimensions
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Comment 7: The protocol has received ethical clearance which is reassuring but I regret the
absence of any discussion. Personally, I am concerned about women who are counselled for
the first time and offered LARPMs immediately before or after delivery when they are
vulnerable and not in the best position to give informed consent. The threat to the
voluntary principle is exacerbated if staff are under any pressure or incentive to increase
pre-discharge uptake and will be more common in Indonesia where many women will not
have been counselled during antenatal visits. Specifically, I would regard it as unethical to
offer immediate postpartum sterilization unless the woman had previously indicated a
desire for a permanent method at the antenatal stage.

Response 7: Thank you for raising this point. We wholeheartedly agree with the reviewer's
concerns and apologize if this protocol appears to promote any type of coercive behavior.
The interventions are not described in detail in this paper because it focuses on the protocol
itself, but all interventions are carried out to ensure postpartum and postabortion women
have access to high-quality, safe and effective voluntary family planning if and when they
choose. Although immediate postpartum sterilization is uncommon in study settings, we
expect that the trained staff are able to attain and carry out quality family planning
counselling and service delivery for all methods with a hope that women are afforded more
opportunity to make informed decisions about their PPFP needs. In fact, a review of initial
data from Indonesia (not presented in this paper), where postpartum sterilization is more
common, found that the intervention decreased the percent of women receiving tubal
ligations prior to discharge and diversified the method mix among PPFP acceptors at
intervention sites. As part of quality assurance, the study team have kept a strict eye on
family planning uptake and have been instructed to report any signs of coercion through
regular monitoring of study data and quarterly facility visits. We also plan to validate quality
of family planning counselling and informed choice via qualitative data collection.

Comment 8: A further delicate matter is follow-up of abortion cases, many of whom may
wish to conceal the procedure from partners or relatives. The protocol states that the date
and location of follow-up interviews will be jointly decided with participants. This is a sound
tactic. It seems likely that loss to follow-up will be higher for abortion than for delivery
cases.

Response 8: We agree that follow-up of post-abortion cases is a very delicate matter,
whether because the participant may not want to think and/or share her experience with
others, or because she might be afraid of stigma. We have built a 20% loss to follow up
between interview 1 and interview 2 into the sample size calculations, which is more than
the expected loss to follow up for postpartum participants.

Research methods

Comment 9: These are impressive and the mix of quantitative and qualitative data
collection is welcome. Eligibility for the surveys is carefully specified and allowance for loss
to follow-up seems realistic. I assume that mobile phone numbers will be routinely
ascertained to facilitate follow-up. The number of KIIs and IDIs is very large (about 100 in
each country). Translation, transcription, coding and analysis is very time-consuming and I
hope sufficient funds have been budgeted.
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Response 9: Thank you. As suggested, we gather mobile phone numbers and physical
addresses of all participants and have a multi-stage plan to connect with women prior to
their next follow-up interview. Using this plan, our loss to follow-up has been lower than
what was built into our study design. We agree that the number of qualitative interviews is
large, but felt it was necessary for adequate mixed methods research. We have a good team
working on our qualitative analysis using Atlas.TI. As of now, we have completed all
Postabortion care analyses and are in the process of completing Postpartum and Key
Informant interview analyses.
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