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1. WHAT IS DATAPAC?

Complications during pregnancy affect millions of women worldwide each year, nearly 600 000 of these
women die as a result ! Women face many risks during pregnancy and childbirth, including abruptio
placentae, placenta previa, preeclampsia as well as complications such as hemorrhage and infections
arising from unsafe induced abortion practices Over 70 000 women are estimated to die each year as a
consequence of unsafe abortion 2 Worldwide, 13% of pregnancy-related deaths are estimated to result
from unsafe abortions, with the vast majority of deaths occurring m less developed countries 2 Many
more women suffer consequences such as pelvic inflammatory disease and sterility Moreover, these
figures underestimate the true impact of unsafe abortion as they do not account for the thousands of
women who develop complications after a spontaneous abortion

A postabortion care (PAC) approach has been developed to address the 1ssue of maternal morbidity and
mortality related to unsafe nduced and spontaneous abortion The PAC approach consists of these elements
1) emergency treatment services for postabortion complications, postabortion contraceptive counseling
and services, and, 3) links between emergency abortion treatment and comprehensive reproductive-health
care 3

The United States Agency for International Development (USAID), private foundations, and other
mternational agencies have funded over 30 PAC operations research (OR) studies since 1990 1n Africa,
Asia, and Latin America These studies have mnvestigated ways to maximize the quality of PAC services
while mimmizing costs and resources used A _rEEEws

consensus has emerged among individuals and
agencies involved in PAC OR that 1) a centrahzed
database of PAC studies 1s needed, and, 2) core
questionnaires should be developed for use in PAC
OR projects 1 various country settings A
centralized database would facilitate inter- and 1ntra-
regional OR analyses, while wusing core
questionnaires would lead to more comparable and
generalizable research findings

In collaboration with USAID, the Population
Council, and other organizations, Ipas 1s
coordmating the development of core questionnaires
as well as compiling data and supporting

‘What 1s DATAPAC?

PAC OR Database Electronic database for
conducting secondary analyses of available
PAC OR studies

Supporting Documentation Copies of
protocols, blank questionnaires, reports,
publications & other documents from PAC OR
studies

Core Questionnaires Standardized PAC OR
questionnaires & protocols in English &
Spanish Includes cost study mstruments,
patient questionnaire, & service delivery
observation guide

documentation from all available PAC OR studies This project 1s called ‘DATAPAC” This guide 1s part of
the DATAPAC Core Questionnaire Series, a set of questionnaires and nstruction guides providing an
overview on how to design and conduct quantitative PAC OR studies
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The DATAPAC Core Questionnaire Series is in modular form that currently mcludes

Module 1

Module 2

Module 3

Module 4

Module 5

Module 6

GUIDE TO USING THE DATAPAC CORE QUESTIONNAIRE SERIES FOR
POSTABORTION CARE OPERATIONS RESEARCH A general guide for designing
and implementing PAC OR

GUIDE TO USING THE. GENERAL INFORMATION QUESTIONNAIRE FOR
POSTABORTION CARE PATIENTS A brief questionnaire designed to uniquely
identify study participants and sites

GUIDE TO USING THE CLINICAL CASE REPORT FORM FOR POSTABORTION
CARE PATIENTS A questionnaire for documenting the clinical presentation of
PAC patients and their course of treatment as recorded in patient charts and other
records

GUIDE TO ASSESSING RESOURCE USE IN THE PROVISION OF POSTABORTION
CARE A series of questionnaires designed to document resource use and cost of
providing PAC services

GUIDE TO USING THE POSTABORTION CARE PATIENT EXIT INTERVIEW A
questionnaire for assessing the quality of PAC services from the patient’s
perspective, including measures of pain and understanding of PAC counseling
messages

GUIDE TO OBSERVATION OF POSTABORTION CARE SERVICES An observation
checklist for assessing the quality of PAC clinical practice mcluding 1ssues such as
infection control, pain management, and information given to patients

GUIDE TO USING THE POSTABORTION CARE SUPPLIES & EQUIPMENT
CHECKLIST An mventory of supplies and equipment necessary for providing PAC
services

These mstruments and guides are quantitative 1n design and do not address qualitative research
methodologies such as open-ended interviews or focus groups The Gerneral Information Questionnaire
(Module 1) 1s the backbone of the series, collecting general information designed to uniquely 1dentify

study participants and sites It 1s intended for use with all PAC OR
studies that are designed based on this series For example, we
recommend that a researcher designing 2 PAC “Cost Study” consult
both the Guide to Assessing Resource Use in the Provision of
Postabortion Care (Module 3) as well as the Guide to Using the General | DATAPAC Coordinator

Information Questionnaire for Postabortion Care Patients (Module 1) Ipas

PO Box 999
The mstruments included in the DATAPAC Core Questionnaire Series Carrboro, NC 27510-0999 USA
are meant to serve as templates and may need to be modified for each 919 967 7052 (International)
study to reflect differences in treatment practices and study sites In 800 334 8446 (US only)
addition to the DATAPAC Core Questionnaire Series, DATAPAC also 919 929 0258 (fax)
includes an electronic database of data from PAC OR studies and a datapac@ipas org

library of supporting documentation such as protocols and reports
These resources are free to anyone interested n PAC OR Please contact
Ipas for more mnformation or to make contributions to DATAPAC datapac ipas org

For more information, please
contact

or visit our website at
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2. HOW TO USE THIS GUIDE

This manual discusses the design and implementation of PAC OR studies Our hope 1s that the
DATAPAC Core Questionnaire Series will be useful both to those who are familiar with OR
methods, as well as those for whom PAC OR 1s new The various instruments and mstruction
gudes that make up the DATAPAC Core Questionnaire Series are available separately

Suggestions for how specific questions should be interpreted are presented along with each
instrument We encourage researchers to use the instruments as we have presented them, as this
leads to more uniform data and therefore facilitates comparative analyses However, we
understand that the instruments may need to be adapted to reflect the specifics of PAC 1n each
research setting Therefore, electronic versions of the mstruments are available for downloading
at the DATAPAC website (datapac 1pas org) as well as on diskette in Microsoft Word 6 0 (for
Windows 3 1 or greater) Also, Epi-Info* and Microsoft Excel files are available to use for
entering, cleaning, and analyzing data

*Epi-Info was developed by the Centers for Disease Control and Prevention and can be
downloaded free of charge from www cdc gov or obtamed (for a fee) by contacting

Brixton Books (USA) Brixton Books (Europe)

716 Desire Street Sales Department

New Orleans Unit K

LA 70117 Station Building

Tel (504) 944 1074 Llandiloes

Fax (504) 947 8899 Powys SY18 6EB

US$16 for manual Wales

US$3 for diskettes (1686) 411 004

(contact Brixton for shipping costs) http //mkn co uk/help/extra/people/Brixton_Books
or

USD, Inc (USA)

http //www usd-mc com
770 469 4098

770 469 0681 (fax)

US$50 for manual and diskettes and shipped within US
(contact USD for cost of shipping outside US)
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3. METHODOLOGY

3 1 Study Objectives

Ultimately, the goal of all PAC OR 1s to reduce maternal morbidity and mortality associated with
unsafe abortion The immediate objective 1s then to use OR as a tool to improve the quality of
PAC services Improving PAC services may be accomplished through a variety of means,
including reorganizing delivery of services, introducing manual vacuum aspiration (MVA)
switching from sharp curettage (SC), also called dilation and curettage (D&C), to for treatment
of incomplete abortion, improving infection prevention and pain management practices,
providing counseling including information on contraceptives, reducing costs, or, a combination
of these options Postabortion care OR studies generally are designed to demonstrate the
feasibility and sustamability of addressing PAC service delivery 1ssues, and to evaluate the
impact of changes made to PAC services Therefore, the study objectives for a particular study

depend upon the question or questions a researcher wants to address and the primary audience for
dissemination of the study results

Study objectives should be clearly stated before designing and implementing a study, and should
be narrowly focused Two examples of broad, unfocused study objectives are

“To see 1if MV A 1s better than SC for treating patients presenting with incomplete
abortion ”

“Is SC more expensive than MVA?”
These objectives could be rephrased to read

“Are there differences 1n the number of treatment-related infections or trauma when
women are treated with either MV A or SC?”

“Are there differences in the amount staff time, medical supplies, and equipment required
when women are treated with either MV A or SC? If so, do these differences have an
impact on the facilities’ cost of providing services?”

The key 1s to be certain that the study objectives are stated mn a manner conducive to making
actionable recommendations for PAC policy and program management Several resources

provide guidance on how to formulate study objectives 4> Once a researcher has clearly defined
the study objective or objectives, designing the study can begin

3 2 Study Design

321 Study Types

Numerous study designs have been used m OR to study treating complications of abortion,
including quantrtative designs such as descriptive and comparative studies, as well as qualitative
designs such as exploratory studies incorporating open-ended mterviews and focus groups This
guide focuses on two types of quantitative study designs—descriptive and comparative studies
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Descriptive studies generally seek to 1lluminate the availability, quality, and cost of current PAC
services Comparative study designs are useful when the study objective 1s to measure the effect
of an intervention, such as whether the introduction of MVA leads to better quality of care when
treating incomplete abortion A further consideration 1s whether to conduct the study at only one
hospital or clinic (single-site study) or mclude two or more sites 1 the study design (multi-site
studies) The type of study chosen depends ultimately upon the study objectives

3 2 2 Descriptive and Comparative Studies

Descriptive studies are often cross-sectional 1n design Cross-sectional studies typically collect
data once to provide a “snap shot” of current PAC services and may help illuminate deficiencies
mn quality of care and inefficiencies 1n resource use However, cross-sectional studies do not
allow researchers to measure the mmpact of changes 1 service delivery over time

Comparative studies, 1n contrast, are designed to measure one treatment protocol against another
Examples would include testing SC versus MVA or testing one method of providing
postabortion contraceptive services versus another Postabortion care OR comparative studies
generally fall into two categories concurrent-control and pre-post intervention studies In a
concurrent-control study (also called static-group comparison studies)’ of MVA and SC, the
control group continues to receive the standard treatment, such as SC with heavy sedation and
no postabortion contraceptive counseling Patients in the infervention group may then receive a
modified treatment regimen, such as postabortion contraceptive counseling after treatment with
MVA under local anesthesia and/or light sedation Theoretically, this can be done at a single site
if the caseload 1s sufficient to randomize patients nto mtervention and control groups, and 1f the
hosptal staff are proficient and sufficiently motivated to follow different treatment protocols
based on the group randomly chosen for each patient

In most settings, however, 1t 1s not feasible to randomize patients and use a single-site
concurrent-control study design Ideally, introducing MV A for the treatment of incomplete
abortion includes more than simply replacing curettes with syringes In order to fully benefit
from the use of MV A, services generally must be reorgamized For example, the treatment
procedure can be moved from the operating theater to a procedure room, general anesthesia or
heavy sedation can be replaced with local anesthesia and/or light sedation, most postabortion
patients can be treated on an outpatient rather than inpatient basis Based on such changes, 1t
would likely be impossible 1n most settings to randomly assign some patients to treatment with
SC on an inpatient basis and other patients to treatment with MV A on an outpatient basis

As an alternative, researchers will often chose one hospital where SC 1s used to serve as a control
site, and another hospital where services are reorganized and MV A 1s introduced to represent the
“intervention group” (e g a multi-site, concurrent-control study) This design has the advantage
of allowing for the collection of data from both comparison groups simultaneously, which can
significantly reduce the period of data collection, the overall length of the study, and perhaps
reduce study costs Researchers should be cautious, however, 1f using a concurrent-control
design There are ethical 1ssues around withholding superior treatment from the control group
Also, with the multi-site concurrent-control design, any difference between mtervention and
control groups may be due more to the mherent difference between the study sites than the
mtervention itself
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Pre-post intervention studies are comparative studies that begin with a number of patients who
are recrurted mnto the study and treated according to standard practices Thus first period of data
collection 1s often called the “baseline” or “pre-mntervention” phase Next, an intervention 1s
implemented, such as mtroducing a postabortion contraceptive counseling program, reorgamzing
PAC service delivery, and/or traiming staff in the use of MVA Patients are then treated according
to the new protocol and the results are compared with the data from the baseline phase The
advantage with the pre-post intervention design 1s that changes n service quality and resources
used are more likely to be directly attributable to the changes 1n services, rather than differences
m study sites that may occur 1n concurrent-control studies However, pre-post intervention
studies typically take longer to complete and may therefore not conform to budget and timeframe
requirements Even so, we recommend pre-post intervention designs as they tend to avoid certain
ethical and analysis problems nherent 1 concurrent-control study designs

3 2 3 Single-site and Multi-site Studies

If a provider needs to evaluate PAC services at a single facility, and 1t 1s not important how this
facility compares with other facilities, then a single-site design can be employed The impact on
PAC service quality and resource use of mtroducing new services (MVA, postabortion
contraceptives, etc ) at that site can therefore be assessed by doing a baseline study (pre-
intervention) and following up with a post-intervention study after the new service has been
mtroduced

On the other hand, 1f researchers want to assess the state of PAC services across systems,
regions, or entire countries, such as determining whether implementing MVA and new treatment
protocols can improve services at public hospitals 1n general, then the study would require two or
more sites A multi-site study can be used to compare different facilities, such as facilities using
SC versus those that have adopted MV A to treat incomplete abortion The size of multi-site
studies can range from two to an unlimited number of sites

A type of multi-site study design that 1s gaining popularity 1n some areas of OR requires
recruiting a large number of study sites and randomizing at the site level, known as cluster
randomization ¢ An example of cluster randomization would be to recruit 50 sites that treat
women for complications arising from unsafe abortion, then randomize 25 sites to recerve an
mtervention while the remaining sites would continue with their standard treatment protocols
Obwviously, a PAC OR study of this s1ze would be expensive and difficult to mount, so the
usefulness of cluster randomization 1s likely limited for PAC studies

Regardless of the number of sites, researchers should take care to account for differences in
factors that are unrelated to whether the site 1s a control site or an intervention site For example,
mn multi-site cost studies, differences 1 salary levels may not be largely affected by whether
MVA or SC 1s used, but more by different pay scales at each site One method to control for
these differences 1s to standardize salary costs by calculating an average of the salaries across
sites A full discussion of standardization 1s beyond the scope of this manual Please consult a
biostatistician when designing and also when analyzing data from multi-site studies

3 2 4 Participant Selection Criteria

In most cases, study participation should be imited to women presenting for treatment of
incomplete abortion (or providers of incomplete abortion services 1n studies with provider
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mterviews, etc ) However, depending upon the study objectives, other patient selection criteria
may be needed Some studies have focused on women who seck treatment for septic abortions
and therefore only patients who presented with septicemia complicating their incomplete
abortions were recrutted ” Another example mcludes most PAC OR cost studies, where 1t 1s
recommended that patients be included only 1f they present with no major complications other
than incomplete abortion and are 12 weeks or less uterme size ®* For more mformation on
participant selection criteria in cost studies, please consult Module 3 of the DATAPAC Core
Questionnaire Series, the Guide to Assessing Resource Use in the Provision of Postabortion
Care

Principal Investigators (PIs) should avoid being overly restrictive when specifying the patient
selection criteria Having a non-restrictive participant selection criteria allows Data Collectors to
gather information on the full range of PAC patients The PI then has the opportunity to stratify
by certain criteria (age, status at presentation, martial status, etc ) when analyzing the data
Ultimately, participant selection, either during data collection or the data analysis phase of the
study, should be driven by the particular objectives of the study

Regardless of the selection criteria chosen, the PI should make certain that the Data Collectors
understand the selection criteria before data collection begins The sample Participant Selection
Checklist (Annex 1) should aid Data Collectors when recruiting patients for the study

3 2 5 Samphng, Randomization, and Sample Size

Sampling 1s the process for determining who will be mnvited to participate in the study Sampling
can take place at the hospital or cliic level For example, 1f a given country has 100 hospitals or
chnics that routinely treat PAC patients, and a researcher chooses to conduct a study at four of
these sites, then the researcher has sampled the available study sites Sampling can likewise
occur at the patient level, where a hospital may treat 50 PAC patients per month, but a researcher
limits data collection to a sample of 20 patients In either case, researchers may choose between
having a randomized sample or a convenience sample Generally, a random sample of sites or
patients allows the researcher to generalize the results to the broader population from which the
sites or patients were selected

Convenience samples typically fall into four categories purposive, temporal, quota, and
“snowball” sampling *° Temporal sampling 1s the most common type of sampling used 1n PAC
OR studies, and typically includes recruiting all or a portion of women admutted for treatment of
mcomplete abortion over a given time (e g all women admutted to a clinic 1n a given month)
Simular to temporal sampling 1s quota sampling where, for example, the first 30 women admitted
to a hospital for treatment of incomplete abortion would be invited to participate 1n the study
However, with temporal or quota sampling, researchers run a nisk of getting a biased or non-
representative sample, especially 1f the mtended sample size 1s small (less than 50 women or two
to three sites) or time period 1s brief (a few weeks or even months) To ensure, for example, that
all types of facilities that offer PAC services (public, private, university sponsored teaching
hospitals, etc ) are represented 1n the study, the researcher would collect data from each of these
kinds of sites Thus 1s an example of purposive sampling Fnally, snowball sampling describes a
technmque where participants in a study are asked to identify other people who may be
appropriate candidates for the study (1 ¢ ask a woman who has recently received PAC services to
ident1fy other women who have received simular services) Snowball sampling can be very useful

10
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when attempting to locate people from marginalized populations, such as women who require
treatment for complications of an 1llegally induced abortion and would otherwise be difficult to
1dentify and interview However, confidentiality 1ssues must still be respected when using
snowball sampling

A randomized sample should be distinguished from randomization, which describes the process
by which patients are randomly assigned to mtervention groups, such as randomly assigning 10
patients to receive contraceptive counseling, and 10 patients to recerve no counseling
Randomization 1s the best way to reduce the chance of bias from unmeasured factors However,
randomized studies may require that some patients be denied superior care, such as when patients
are randonmized to a group treated with SC or a group that does not receive contraceptive
services Denying superior care 1S a critical ethical 1ssue and thus the advantage of
randomization, lower risk of bias, must be balanced with patients’ rights for the highest quality
care available Also, studies employing randomization are usually more complicated to design
and manage and tend to be more expensive than studies with quasi-experimental designs It must
be noted, however, that most statistical tests are designed assuming that randomization has
occurred Therefore, many of the statistical tests used to evaluate PAC OR data (chi-squares,
ANOVAgs, etc ) should be used with caution when using data from non-randomized samples
Again, we recommend that a PI consult a biostatistician during the design and analysis of PAC
OR studies

Finally, there 1s the 1ssue of sample size — determining how many clinics or patients to include 1n
a study Formulas exist to help researchers determine the sample size required to conduct certain
statistical tests with a predetermined level of certainty and Epi-Info and other statistical software
packages have features to estimate needed sample-size However, sample sizes in PAC OR have
typically been determined by caseload and study budgets A full discussion of calculating sample
sizes, sampling, and randomization and 1s beyond the scope of this manual, but several resources
exist to help guide these decisions **° Due to the increased costs and ethical 1ssues associated
with random sampling and randomization, most PAC OR studies have employed convenence
sampling and a non-randomized (quasi-experimental) design

11
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4. PLANNING THE STUDY

Regardless of the type of study, the planning process remains relatively unchanged for the PI
After designing and planmng the study, the PI should pre-test any data collection instruments,
collect and analyze data, and then report the results However, the order of the steps mvolved in
planmng a study may vary For example, in some settings the PI may need to get approval from
the Ministry of Health or the agency funding the study
before beginning any other activities In other settings, a
Mimstry may not be willing to approve a study until the
PI has 1dentified key study staff and the research

Before beginning data collection,
the PI should

« Select study staff

location(s) « Select sites
« Meet with site staff
4.1 Select Study Staff « Obtain approval for the study
The primary staff needed for a study 1s a PI and one or » Obtamn supplies
several Data Collectors Larger studies, particularly » Train data collectors

multi-stte studies, may also require Site Coordinators,
Data Managers, and Biostatisticians

4 1 1 The Principal Investigator

The PI for the study will have primary responsibility for coordinating tasks and activities,
training and supervising Site Coordinators and Data Collectors, participating 1n data collection,
analyzing data, and developing and disseminating study results Therefore, the PI should be very
familiar with bospital procedures, experienced m the oversight of data collection and analysis,
objective and detail oriented Experience 1n traiming would be very useful as the PI 1s often
responsible for traming Data Collectors The PI could be a physician, nurse, hospital
administrator, public health specialist, and/or a social scientist Occasionally, a study will have
more than one PI, known as Coinvestigators Aside from coordinating study activities, the PI 1s
responsible for ensuring that all study staff are thoroughly tramned in informed consent
requirements and study procedures

4 1 2 Site Coordinators

In a small study, the PI may have many responsibilities, including supervising Data Collectors
and the data collection process However, 1n larger studies such as multi-site studics, the PI may
not be able to supervise data collection Therefore, the PI will need to employ Site Coordinators
at each site who can monitor the data collection process, review completed forms, and answer
questions from Data Collectors, administrators, or the study participants themselves Like the PI,
Site Coordinators should be very familiar with hospital procedures, experienced 1n the oversight
of data collection, objective and detail oriented

4 1 3 Data Collectors

Candidates for Data Collectors might include off-duty medical residents, social workers, nurses,
or students of health-related or social science fields

12
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The type of study, required sample size, length of data collection period, and projected PAC
case-load will determine the number of collectors necessary to conduct the study effectively For

example, 1n hospitals with a low number of
postabortion patients, one to two Data Collectors may
be adequate, while 1n hospitals with high caseloads,
several Data Collectors may be needed If intensive
observation 1s required, such as with the D474PAC
Guide to Assessing Resource Use n the Provision of
Postabortion Care (Module 3) or the DATAPAC Guide
to Observation of Postabortion Care Services (Module
5), extra Data Collectors may be required

At some sites, many women arrive at night for
postabortion care If the study involves observation of
services, 1t will be necessary to have Data Collectors
available both day and mght However, in some
settings 1t may be considered mappropriate, or unsafe,
for Data Collectors to stay overnight In these
sttuations, standard time hmuts for data collection must
be established, for example, 08 00 to 18 00 hours If
the study mvolves observation of PAC services, data

Qualities of good Data Collectors
Patient & objective
Detail-oriented

Experienced working 1n health care
settings

Familiar with supplies & equipment
used for PAC

Familiar with the provision of
contraceptive services

Famuliar with logbooks & patient
charts

Able to establish good relationships
with staff & patients

Commutted to collecting data for the
duration of the study

Respect confidentiality of study
participants

collection should occur for at least seven consecutive days so that data are obtained on both
weekdays and weekends as well as all work shifts The number of Data Collectors and the hours
they will actively collect data should be determined prior to imtiating the study and the hours of
data collection should be the same for all sites if a multi-site study

4.2 Select Site or Sites

The primary criterion for selecting sites 1s the type of health care facility needed as determined
by the study objectives Potential sites include any facility that treats incomplete abortion,
mmcluding Ministry of Health hospitals, Social Security facilities, private hospitals and other
approprate facilities The World Health Organization (WHO) has developed a classification
system to distinguish between different types of health facilities that consists of Primary Health
Centers, First Referral Centers (District Hospitals), Secondary Level Hospitals, and, Tertiary
Hospitals Principal Investigators need to pay particular attention to the fact that different kinds

of facilities tend to attract different kinds of patients

Patient caseload at the site or sites is, in most situations, the second most important criteria when
selecting study sites Caseload also helps determine the number of Data Collectors and days
needed for data collection The most accurate sources of information about the number of cases
treated over a given period of time are obstetric-gynecology department logbooks and hospital
discharge records, which generally register the name, diagnosis, and date of treatment for each
patient The PI may also want to talk with nurses, midwives, and doctors at the potential
research site for a verbal confirmation of the number of patients seen

Other factors are important when selecting study sites Site staff need to be at least cooperative
with study staff, 1f not enthusiastic about participating in the study If the study 1s designed to
measure the impact of changing PAC services, there must be interest at the site 1n adopting new

13
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services Finally, researchers will need full access to all areas where treatment 1s provided and
approval of hospital authorities 1s required

Once the site or sites have been chosen, the PI should become familiar with treatment practices at
each site Although some hospitals or health systems have written guidelines describing
treatment protocols for incomplete abortion, most do not In addition to reading available
protocols (where they exist), the PI should observe PAC service delivery and interview staff

4.3 Meet with Site Staff

The PI should involve the site staff with study design as soon as possible 1n the planming stage
The PI should familiarize the staff who work with PAC patients (e g , ob-gyn, emergency
department and contraceptive clinic staff such as physicians, nurses, aides, and midwives) with
the objectives of the study and introduce them to the Data Collectors It 1s important to discuss
the purpose of the study, describe the Site Coordinators and Data Collectors' tasks, emphasize
that the study will not interfere with current workloads, and explain that the study results will be
made available to the staff Lastly, the PI should explain how the study will help administrators
mmprove the efficiency and quality of care offered and that the purpose of the study 1s not to
evaluate individual staff members

4 4 Obtain Approval for the Study

Hospital approval and support for the project 1s crucial if resulting policy recommendations are
to be implemented In many cases, approval will also be needed from local and national
government authorties, as well as funding agencies Because PAC OR study may require access
to confidential information such as salary documents and patient records, researchers must first
obtain written permission from appropriate authorities m order to have access to this information
and to all physical areas where incomplete abortion patients are treated

Additionally, researchers are usually required to seek approval from a review commuttee,
sometimes called a Medical Research Council or an Institutional Review Board Review
commuttees are typically mandated to review proposed research projects and determine that the
proposed study 1) has sufficient scientific merit, 2) meets established standards for protecting
the study participants from harm, 3) guarantees confidentiality, and, 4) ensures that informed
consent will be obtained from all participants Whether or not a formal review process 1s
required, researchers are responsible for ensuring that participants recruited into the study are
fully informed about the nature of the study and that each participant has indicated that he or she
has chosen to participate freely

4 5 Informed Consent

The Data Collector must explain the study to each participant and obtamn informed consent to
mclude each participant 1n the study (participants would mclude both the patients as well as
providers 1f conducting an observation study) The participant must also by told whether therr
responses are anonymous, confidential, or neither

o Confidential means that the identifying iformation about the participant such as name,
addresses, or 1dentification numbers will be written down and attached to their
questionnaires However, this information will not be reported individually or shared with
others beyond the study staff
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e _Anonymous means that the neither the participant's name nor any 1dentifying information
will be attached to the mterview

In many PAC OR studies, 1t may be easier to assure anonymuty to patients than to providers who
are on staff at the study site However, most PAC OR studies require 1identifying information 1n
order to link the questionnaires with patient charts and other records Therefore, participants can
usually only be guaranteed confidentiality, not anonymuty

An example of recommended informed consent language that assumes confidentiality follows

Hello, may name 1s [name of Data Collector], and we are conducting a study
on the quality of care this hospital provides 1ts patients If you agree to
participate, we may observe the care you receive and/or we may ask you a
few questions about your medical history and treatment while in the hospital

Any answers you give are completely CONFIDENTIAL, meaning that no one
other than the study staff will be able to see your answers, and your name or
address will NEVER be associated with the answers you give You have
every right to refuse to participate in the study Whether or not you are mn the
study will not affect your care If you do agree to be 1n the study, you may
still refuse to answer any question

If you have any questions about this study later, please contact [Principal
Investigator’s name and telephone number and/or address] Do you agree to
participate m this study?

More examples of informed consent forms for patients, providers, and admimstrators are
available from Ipas or can be downloaded from http //datapac 1pas org Written, informed consent 1s
often requured by the hospital or study site, and thus the PI should obtain the appropriate form
and make 1t available to the Data Collectors Even if the study site does not require written
consent, 1t 1s usually advisable to get written consent from the patient before beginning the
mterview Many studies have relied upon oral consent of the participants, but we recommend
written consent A copy of the signed form should be filed with each patient's study records (not
hospital records)

4 6 Obtain Supplies

The PI or other research staff will need to collect supplies necessary for data collection, mncluding
pens, clipboards, watches, and a whate coat or any other uniforms that will allow Data Collectors
access to treatment areas

4 7 Traun Data Collectors

In order to ensure that data are collected 1n a consistent and correct manner, 1t 1s critical that the
Data Collectors receive comprehensive training on how to administer the data collections
instruments used 1 the study Comprehensive traming should mclude reviewing the mstruments
question by question, role playing, and pre-testing the instruments 1n a hospital setting
(supervised by the PI) Data Collectors should be mstructed not to discuss the study results with
anyone other than the PI, and the importance of patient and provider confidentiality and informed
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consent should be repeatedly stressed It 1s not unusual for questions raised by the Data
Collectors during tramning to lead to modifications 1n the instruments themselves

Once training and pre-testing 1s completed, a Guide for Data Collectors should be drafted In
addition to providing information on how the Data Collectors can contact the PI with questions
or concerns, the Guide Book should help clarfy the questions 1n the nstruments (1 e defimtions
of unusual terms, patient selection criteria, appropriate umts for measures, cues to start and stop
timing of PAC events, etc )

Depending upon the size and complexity of the study, training of Data Collectors may be spread
out over several days In addition to paying Data Collectors for their time while being trained, 1t
1S customary to provide refreshments for Data Collectors during training A sample agenda 1s
provided below 1n Figure 1

Figure 1 Sample Agenda Traming Workshops for Data Collectors

Day 1
Introductions
e Overview of study (if this 1s a follow-up study, then discuss findings of
baseline study)

¢ Roles of Principal Investigator and Data Collectors
e Overview of mstruments
o Ethical gmidance (Confidentiality & Informed Consent)

Day 2
¢ Review mstruments (role plays)
Day 3
o Pre-test instruments at local hosprtal or hospitals 1if practical
Day 4
¢ Revise instruments 1f needed
Day 5

e Additional traming & testing on revised instruments if needed

5. DATA COLLECTION

One method for gathering data 1s self~administered instruments, such as a questionnaire
completed by a patient or provider However, self~admimistered mstruments have not been
widely used 1n PAC OR to date, and therefore this manual focuses on three methods for
collecting data observation, record review, and interviews Regardless of the method of data
collection, study staff must ensure that the data collected are of high quality and are kept secure

so that confidential information 1s not revealed to people outside of the study team
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5.1 Observing PAC Services

In the DATAPAC Core Questionnaire Series, both the Guide fo Assessing Resource Use in the
Provision of Postabortion Care (Module 3) and the Guide to Observation of Postabortion Care
Services (Module 5) involve observation of PAC services There are various steps that a Data
Collector can take to ensure that observing PAC services 1s as unobtrusive as possible 10

» Itisessential to get the consent of both the patient and the provider before observing their
mnteraction Please see example of informed consent form for patients in Section 4 5 above

« No more than one person should observe services at any one tume

« Even if the Data Collectors are trained 1n the provision of PAC services, they should let the
provider know that the role of a Data Collector 1s solely that of observer and not “experts”
who can be consulted during the session

» The Data Collector should also explain to providers that the purpose of the observation 1s not
to assess their personal performance, nor to gather information during the observation that
would be provided to their superiors to be used 1n a performance appraisal Rather, the
purpose of doing the observation 1s for the monitoring team to assess how PAC services are
provided overall at the health care facility Providers should be told that the observation 1s
only one part of a larger process, with the overall goal of improving PAC services at the
health care facility

« Before the session begins, the Data Collector should find a place to sit or stand so that the
patient-provider interaction can be seen clearly However, 1t 1s important that the Data
Collector not obstruct either the provider or patient

» Durng the session, the Data Collector should remain quiet and still so as not to distract the
patient and provider Writing on the forms should be done as discreetly as possible

o The Data Collector may want to consider dressing in neutral colored clothuing to minimize
drawing attention to her or himself

It 1s important to note that both providers and patients may behave differently when they know
they are being observed Conducting a number of observations of service provision can help
overcome this problem as far as the provider 1s concerned It has been shown that people who are
repeatedly observed tend to 1ignore the observer and behave as they would during a routine
provider-patient encounter

5 2 Record Reviews

Reviewing records provides useful data, particularly when combined with data gathered using
other methods, such as interviews or observations Several mstruments in the DATAPAC Core
Questionnarre Series involve record reviews, including the Guide to Using the General
Information Questionnaire for Postabortion Care Patients (Module 1) and the Guide to Using
the Clinical Case Report Form for Postabortion Care Patients (Module 2)

Logbooks can provide a wealth of information about patients who have recerved services at the
health care facility, such as a patient's identification number, age, parity, the date on which she
had her procedure, the name of the health care provider who did the procedure, uterme size, the
reason for the procedure, the type of procedure used and any complications the patient had when
she arrived or that developed during the procedure Logbooks may also help determine which
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steps of providing service take the most time, which areas are strongest, or when patients do or
do not recerve the follow-up care they need However, logbooks may be difficult to find,
incomplete, not up-to-date or difficult to read "

Patient charts are also useful for finding out specific information about care that a particular
patient recerved, and can also provide information similar to what can be found 1 a logbook The
advantage to using a patient chart 1s that information 1n the chart may be more detailed than what
1s recorded 1n the logbook ™ As with logbooks, however, patient charts may be difficult to find,
incomplete, not up-to-date or difficult to read

5 3 Interviewing patients and providers

Currently, the DATAPAC Core Questionnatre Series only includes one interview instrument, the
Guide to Using the Postabortion Care Patient Exit Interview (Module 4) However, introducing
other interview instruments are planned over time, including a “PAC Provider Interview” and
perhaps a “Hospital Manager/Administrator Interview” Below are some points to guide Data
Collectors when nterviewing a patient or provider '°

» The Data Collector should explain that the purpose of the mterview 1s to help improve PAC
services at the health care facility and that interviewee responses and feedback are desired
and important

« Obtaiming consent when 1nterviewing patients or providers 1s vital It 1s important to 1dentify
whether the interview 1s confidential or anonymous This manual provides an example of an
mformed consent form that assumes responses are confidential

« The Data Collector should simply read the questions as written, without making any changes
i the wording If participants ask for clarification, the interviewer should simply re-read the
question and ask the participant to answer 1t to the best of therr understanding Re-phrasing or
explaming the question may lead the patient or provider to a response Also, the Data
Collector should keep a neutral inflection at all times because the tone 1n which a question 1s
asked can provide subtle cues to interviewees about how they think an interviewer wishes
them to respond

« For questions that have predetermined response categories or rankings (for example,
rarely/never, sometimes, routinely/always), the Data Collector should always read all

possible responses, even 1if the participant answers before the Data Collector has finished
readmg all possible responses

Interviewing patients 1s a delicate task requiring diplomacy Below are some special points to
consider when interviewing women after they have recerved PAC services at the health care
facility '

« In order to help set the patient more at ease, the interview should be conducted 1n a private
environment This may make the woman more comfortable to speak openly about her
experience at the health care facility

+ The goal of the interview 1s to have a conversation with someone who has an important
perspective on the quality of PAC services provided at the facility Approaching the
interview from the point of view of wanting to learn from the patient's experience may help
the Data Collector be more relaxed with the patient The more relaxed, open and sincere the
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interviewer 1s, the more likely 1t 1s that the patient will feel comfortable answering questions
openly and honestly

« Several other factors may help make the patient more comfortable while being interviewed
The interviewer may consider wearing casual clothes rather than a umiform It may also help
if the interviewer 1s a staff member who 1s not directly involved n the provision of the
woman's care

The final step 1n Interviewing participants is to thank them for their time and comments'

5 4 Pre-testing Instruments

After modifying the DATAPAC data collection forms to reflect service delivery conditions at the
study site, or drafting new forms 1f necessary, Data Collectors should pre-test them by
administering the form(s) to a small, pre-determined number of patients Pre-testing ideally
should be integrated with traming of Data Collectors If feasible, pre-test the instruments with at
least 2-4 patients or more Researchers should pay special attention to how well the data
collection forms reflect the reality of the treatment process

Based on the information from the pretest, the researchers should again adapt the forms to best
reflect the treatment process they observed Once the data collection instruments are finalized,
enough forms should be printed for the sample size, plus a few extras 1n case of errors or loss

The PI should be prepared to make decisions about the level of detail of data to be collected For
a cost and resource use study, for example, the PI may decide that the prorated costs of certain
supplies are too small to include 1n the calculation of the average cost per patient It 1s critical
that decisions be made before final data collection begins and that data collection 1s consistent
for all patients observed Finally, these decisions should be noted 1n the presentation of study
results

Please note The PI may need to adapt questionnaires to reflect the requirements of each
study All data collection forms n the DATAPAC Core Questionnaire Series are available on a
floppy disk i Word 6 0 format, or may be obtained at the Ipas website (http //datapac 1pas org)

5 5 Data Quality

The keys to good data quality 1s comprehensive tramning and strong supervision by the PI and
Site Coordinators In order to ensure that data are consistent and of high quality, Data Collectors
must complete the forms systematically for all participants When a study requires several Data
Collectors, 1t 1s essential that they be well-trained 1n order to ensure consistent data collection

Data Collectors should never try to guess the answer to a question when data are unavailable For
instance, the Data Collector should note on the form any situations when 1t was not possible to
determine when a patient began or ended a particular step m the process Figure 2 offers
additional suggestions for improving the quality of data collection Also, when interviewing
participants, Data Collectors should be instructed to ask each question exactly as 1t 1s written If
the question 15 not understood by the participant, the Data Collector should simply repeat the
question as written and mstruct the mnterviewee to answer the question to the best of his or her
understanding If the Data Collector finds that certain questions are being routinely
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misunderstood, the Site Coordinator or PI should be notified as this might indicate that the
question or questions need to be re-written
Figure 2 Suggestions for Improving the Quality of Data Collection

« The PI or Site Coordinator should be readily available on site to monitor data
collection & answer questions

« Consider the whole postabortion care process including the waiting time, not just the
details of the uterine evacuation procedure itself

+ Determine which types of patients will be mncluded 1n the study before starting

« Know what to look for before beginning data collection Do not become
overburdened with unnecessary information Involve hospital staff early in the study
design process If site staff are mnvolved, they will be more likely to encourage
changes later that will reduce resource utilization & improve quality of care

» Consistency is essential Be certain to record mformation the same way for each
partictpant For example, i cost studies, 1f timing begins when patients register with
the receptionist, begin recording for all patients at that ttme If tming begins after the
receptionist has retrieved the patient’s file, ensure that all of the patients are timed this
way

+ Provide a gmdebook for the Data Collectors to reference when questions arise about
data collection

Finally, Data Collectors should complete a form with ink pens, preferably “ball point” pens If
corrections or changes need to be made, the Data Collector should strike through the original
answer and write in the new answer and then write their mnitials by the change (Figure 3)

Figure 3 Suggested way to make changes on data collection forms

Orniginal response Original response with correction

Marital status <##> Marital status <##>

1 Marned 1 1 Marnied 1
2 Cohabitating, “In union” 2 2 Cohabitating, “In union” 2
3 Single 3 3 Single 3
4 Divorced 4 4 Drvorced 4
5 Widowed 5 5 Widowed 5

5.6 Data Confidentiality

In order to protect the confidentially of study participants, arrangements should be made to store
completed informed consent and data collection forms 1n a safe and secure location Completed
forms should be locked and access limited to the PI and perhaps the Site Coordinator when
appropriate If data are entered 1nto a computer software program such as SAS, SPSS, Epi-Info,
Microsoft Excel, or stmilar software packages, then the data files should be password protected,
and any back-up copies of the datasets on floppy diskette locked up as are the completed forms

6. DATA MANAGEMENT AND ANALYSIS

Once data are collected, the next step involves assimulating the data mto a form switable for data
analysis Data management 1s a detail-oriented process that requires the direct supervision of the
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PI 1n order to ensure that all the care taken to collect data of high quality 1s not undermined by
sloppy data management practices Depending upon the complexity of the analysis required, a
biostatistician may need to be consuited during data analysis Any statistical hypothesis to be
tested, as well as the approach for testing the hypothesis, should be specified in the Study
Proposal during the desigming of the study If there are multiple planned study objectives, such as
measuring quality of services, patient satisfaction, and the cost of services, we recommend that
the PI specify the primary objective or objectives Although unplanned analyses may be
performed, they should be described as such 1n study reports as 1t 1s difficult to interpret the
statistical significance of results from most unplanned statistical tests

Data management and analysis are topics that usually consume entire books and thus a

comprehensive review 1s beyond the scope of this guide 11 Nevertheless, a brief description of the
process follows

6 1 Data Management

Data management 1s the process that includes data coding, entry, and cleaning All three of these
procedures are greatly facilitated by a computer and appropnate statistical software To that end,
Ipas provides data entry and cleaning files to be used with Epi-Info, a free statistical software
package available from the Umted States Centers for Disease Control and Prevention

6 1 1 Data coding

Data coding 1s the process of transforming textual answers on questionnaires into numerical
formats so that the answers can be manipulated by statistical software packages such as Epi-Info,
SAS, or SPSS Examples of data coding include coding “yes or no” questions as either 1 (for
‘yes’) and 0 (for ‘no’) or coding “single, marned, cohabitating, divorced, or widowed” as “1, 2,
3,4, or 57, respectively To facilitate the coding process, the PI should create a “Code Book™ A
Code Book lists each question asked and the possible answers, except for “open” questions,
along with the code for each answer In addition, questionnaires should have the appropriate
codes printed on the forms themselves All DATAPAC questionnaires are pre-coded so that
completing the questionnaire and coding 1t are combined nto a single step Therefore, once the
questionnaire 1s completed and reviewed by the data supervisor or PI, 1t 1s time to begin data

entry

During the process of coding data, 1t 1s not uncommon to find questions that were answered 1n
ways unintended when the questionnaire was designed For example, a question designed to have
one correct answer, such as “Employment Status”, may have more than one answer checked The
answer to the question “Age” may be 1llegible, or an accidental stray mark may appear to be an
answer to a question There 1s no definitive way to code responses 1n this situation The PI,
usually 1n consultation with study staff, may try to make a logical guess, or may try to discern the
correct answer based on the answer to another question (e g 1f “Age” 1s 1llegible, the patient’s
age may be calculated from the date of birth 1n her hospital records) Sometimes the PI wall
simply code the responses as “other” or better yet, “missing data”, as though the question were
unanswered rather than indecipherable Regardless of how ambiguous responses are coded, 1t 1s
critical to be consistent In other words, 1f an umintelligible response to the question

“Employment Status™ 15 coded as “missing” on one form, then all unmintelligible responses to that

* See the “How to Use This Manual” section for more mformation on how to obtamn Epi-Info
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question should be considered “mussing” To facilitate consistency 1n the coding of these
questionable responses, the study staff coding the data should record nstances when they were
required to make judgments on how to code a response 1n the study Code Book The Pl 1s
responstble for reviewing the Code Book and approving all such coding judgments

6 1 2 Data entry

Depending upon preference, time, and availability of study staff, the data may either be entered
(“keyed”) throughout the study as 1t 1s collected, or entered en masse once data collection 1s
completed If the study 1s large, consider subcontracting a company specializing 1n data entry
One advantage of entering data throughout the study 1s that problems with the data may be
discovered during data entry, perhaps in time to correct the problem Also, if data entry 1s
ongoing, then data analysis can begin as soon as data collection ceases As with all other
components of the study, data entry requires patience, persistence, and careful attention to detail

On a technical note, there are two methods of data entry that can help maintain high data quality
The more rigorous method 1s usually called double-keyed-compare-to-zero or double-key
validation These cryptic terms describes a process where the data are actually entered twice on
separate occasions (sometimes by one person or team but preferably by two people or teams)
Once the data are entered twice, the two datasets are electromcally compared and, where the
keyed answers to a question differ, the PI may safely assume that one keyed answer 1s incorrect
The error may then be corrected by reviewing the answer from the questionnaire Epi-Info and
many other software packages have double-key validation features

The other and less rigorous method to validate the accuracy of data entry 1s to take a random
sample of the questionnaires, typically 10-20%, and hand-check those questionnaires against the
data as keyed 1nto the dataset If the PI finds few (perhaps less than one percent) or no errors,
then she or he may have some confidence that the overall quality of the data entry 1s sufficient
However, if the data entry error rate begins to climb beyond one or two percent, then the PI and
study staff may need to visually validate every questionnaire and correct the dataset Depending
upon the sample si1ze and number of questions on the questionnaire(s), it may actually require
less time and effort to double-key validate mn the first place

Fmally, 1n the past, software packages have handled missing data differently SPSS, for example,
previously required that missing data be coded and keyed with a user-defined value such as 99,
999, 999, etc , while Epi-Info and SAS allowed missings to be coded as a period () With
SAS, moreover, the missing data symbol (““ ) can be combined with a letter to distinguish why
the data were considered missing, so that “ a” might mean that the interviewer forgot to ask the
question, while “ b” might mean that the patient refused to answer the question Using pertods to

represent missing data 1s now acceptable in SPSS and most other statistical software and 1s the
best method to use when entering data

Epi-Info files (* ges) are available from Ipas or the DATAPAC website (www datapac 1pas org) to
use to enter data collected with the DATAPAC questionnaires

6.1 3 Data cleaning

Reviewing the Code Book, visually checking the questionnaires, and double-keying the data are
actually parts of the “data cleaning” process After spending a considerable amount of time and
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money trammng interviewers and collecting data, insuring that the responses were correctly coded
and entered 1s very important

The next step to making sure the data are as clean as possible 1s to try to determine 1f the data
“make sense” Are the responses to the questions within the expected range? For example,
patients requirmg PAC services must be of reproductive age, which for most women falls
between the ages of 15 and 45 If the dataset contains records where women 1n the study are aged
9 or 92, there 1s most likely an error that must be corrected Perhaps this 1s a sumple keying error,
where a review of the questionnaires shows that the woman supposedly aged 9 1s really 19, and
the woman reported aged 92 1s actually 29 years old However, sometimes nonsensical responses
are recorded on the questionnaire 1tself, and the data were keyed precisely as recorded on the
questionnaire This 1s another situation where there 1s no definitively correct answer The PI and
study staff may try to determine the correct answer from another source, accept the answer as 1s,
or chose to 1gnore those particular responses durmg analysis, known as “excluding outhers™ It is
also very important to remember that an apparently nonsensical response may actually be correct
For example, although rare, women occasionally have been pregnant 15 or more times
Identifying cases where there are unexpected answers such as outliers 1s usually accomplished by
using statistical software to compute descriptive statistics such as a mean, median, mode, range,
standard deviation, quartile and frequency distribution for each question coded continuously (1
age, years of education, pamn on a 1-10 scale, annual income, etc ), and frequency distributions
for dichotomous and categorical questions (1 € marital status, ever/never contraceptive use,
employment status, etc )

The next 1ssue the PI should address when cleaning the dataset 1s infernal consistency Internal
inconsistencies arise when the response to one question contradicts the answer to another An
example would be when, according to the questionnaire or dataset, a woman says that she
“never” used contraception 1n one question, but answers mn another question that she and her
partner were using condoms when she got pregnant Again, the PI and study staff may try to
determine the correct answer from another source, accept the mnconsistency as 1s, or chose to
exclude those particular responses during analysis Epi-Info has a feature to check for mternal
consistency as well as with-1n range values as the data are keyed Epi-Info files (* chk) for the
DATAPAC Core Questionnaire Series are available from Ipas with some pre-programmed data
checks, although these “check”-files may need to be modified depending upon the study design

Fnally, a simple yet often overlooked facet of good data management 1s keeping back-up copies
of the dataset The best method 1s to have multiple copies 1n separate locations (perhaps one
diskette at the PI’s office and one at her or his home) However, 1 order to protect study
participant confidentiality, 1f the dataset contains any personal idenfification data (names,
addresses, telephone numbers, etc ), then all copies of the dataset as well as the questionnaires
should be stored 1n a locked and secure location under the supervision of the PI Except in the
cases of follow-up stud:es, 1t 1s usually unnecessary to enter personal 1dentifiers into the dataset

6 2 Data Analysis

The spread of statistics software packages has rendered statistical analysis accessible to anyone
with a personal computer However, while user-friendly software has made computing a Mantel-
Haensel X%, Pearson’s t, or regression coefficient seductively easy, statistical software cannot
help a researcher imnterpret the results or decide whether the statistical test used 1s appropriate 1n
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the first place Data analysis can be a complex and confusing process and any but the most
rudimentary discusston 1s beyond the scope of this guide 1214 Unless the PI has had tramning in
statistics, a biostatistician should be consulted both when designing the study and during
analysis

Many researchers may be comfortable with computing and mnterpreting simple averages,
frequencies, and other descriptive statistics Common descriptive statistics mnclude
1 means or averages, such as the mean age or the mean uterine size of women
presenting for PAC services,
2 percentages, such as 30% of women requiring PAC services reported having “ever
used” a contraceptive,

3 range, such as the time required to perform sharp curettage procedures ranged from 4
to 1 3 hours

Other descriptive statistics may be less familiar to researchers, including
1 other measures of central tendency, such as median and mode,
2 percentiles, mcluding quartiles,
3 measures of data dispersion such as standard deviation, variance, standard error of
the mean, confidence ntervals, and,
4 measures of data distribution, which includes kurtosis and skewness

Descriptive statistics help the researcher understand the characteristics of single variables such as
age, ever use of contraceptives, or marital status Also, by computing cross-tabulations, a
researcher can mnvestigate the distribution of one categorical variable by another variable, such as
marital status by method of treating incomplete abortion The next step in the analysis of data
mvolves inferential statistics, where the researcher seeks to test theories or make conclusions
about a population based on data collected from a sample of that population Inferential statistics
often involve computations such as t-tests and ANOVAs, X?, correlation coefficients, and
regression analyses In PAC OR, inferential statistics would be used when the intention of the
study 1s to measure a statistical difference between groups, such as difference n uterine size
between women treated for incomplete abortion with SC versus MVA  Another use of mferential
statistics would be to investigate factors that influence an outcome of mterest, such as predictors
of contraceptive acceptance after treatment of incomplete abortion or predictors for hugh levels of
pain reported durmg treatment

Again, the ease with which researchers can perform statistical testing with the aid of computers
software has led to a flood of substandard statistical analyses Common errors include reporting
every “significant” finding whether or not the results are reasonable or can be explained by other
factors, using an mcorrect test for the mtended result, and incorrectly interpreting the output from
a statistical analysis While occasional errors are unavoidable regardless of trammg and
experience, the followmng rules can help reduce errors during statistical analysis

1 Consult a biostatistician both during study design and analysis 1f needed,

2 Determine the statistical tests needed when designing the study,

3 Make sure the results are logical and can be explained when compared with other
reported findings or conventional wisdom
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For example, 1f a statistical test 1s “significant”, consider other factors which may explain the
result The PI should try to ascertain whether there 1s confounding, which occurs when another
variable 1s influencing the result of a particular test An example would include a study where
women recerving MVA reported higher pain scores than women receiving SC, leading a PI to
conclude that MVA 1s a more painful procedure A deeper investigation might show that women
recerving SC were also given more analgesia Therefore, the correct inference in thus fictional
study might not be that SC causes less pain, but that the women treated with MV A were given
less pain medication After going to great lengths to carefully design and implement the study,
careful attention during data analysis will ensure that the results accurately reflect the data

7. DISSEMINATION

Often 1gnored when designing and conducting any type of research, disseminating results to key
audiences 1s critical 1n order for the results to lead to informed policy and programmatic
decisions Therefore, do not neglect to budget for dissemination activities (printing of final
reports, registration and travel to conferences and presentations, reprints of published journal
articles, etc ) when designing a study Ideally, the lessons learned during the project will facilitate
improvements at PAC treatment centers beyond the site or sites where the study was conducted
In order to maximize the impact of each study on PAC treatment, researchers should determine
the primary audience of the study results while desigming the study

The first step in disseminating the findings 1s to present the results to the staff at the study site or
sites Ideally, the findings should result in improvements at the sites where the study was
conducted Also, having immediate access to the results at the study site 1s an important reward
for hard work

Several other venues may be excellent for disseminating results Bear in mind that there may be a
need to re-design the presentation depending on the audience For a 10-minute presentation to the
Minister of Health, considering forgoing a lengthy description of the study design and statistical
analysis and nstead focus on a few key points 1llustrated by figures and tables In contrast, at a
regional conference attended by fellow researchers, the audience may be as mterested 1n the
study methods as the results While the possible outlets for dissemination of the study results will
vary from country to country, the following suggestions may prove useful depending upon the
nature of the study

¢ Reports to source of study funding Most funding for PAC OR studies today comes from
outside sources such as unilateral funding agencies (USAID, DFID, etc ) or private
foundations The PI 1s usually responsible for reporting study progress and results to the
source of funding

e Ministry of Health (MOH) If the study sites were part of the public sector, then 1t 1s
especially important to provide results to the MOH and other relevant government agencies

e Hosp1tal or clhinie staff Once the results have been reported to those providing funds for the
study, presenting results to the hospital staff 1s 1deally the first step researchers should take to
make the results more widely known

o Staff from other hospitals It may be possible to arrange a presentation that can be attended
by providers 1n the same area as the study site or sites
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e Local meetings Do not limit dissemination to health professionals Presentations to local
women’s groups and educational or political forums may help generate interest in improving
delwvery of services for PAC patients

e Conferences National, regional, and/or international conferences provide an outlet for
presentation of results in a timely fashion The PI may be able to present “interim” results 1f
patient recruttment has not ended, such as when only baseline data have been collected in a
pre-post tervention study Finally, conferences often have roundtable discussions, where
presenters can interact with the audience to get more feedback on the study

¢ Professional publications National, regional, and/or mternational journals provide a forum
similar to conferences, only potentially larger If submutted to peer-reviewed or refereed
journals, researchers will benefit by recerving feedback from fellow experts Journal
publications have the added benefit of being referenced 1n databases such as MedLine and
PopLine, so that researchers can find the report electronically The impact of much PAC OR
has been limited because the results have been limited to “Final Reports” which are normally
distributed but to a relatrvely small number of people However, a drawback to professional
publications 1s that there are often long queues, so that the time from submission to
acceptance to publication can often take well over one year!

e Newsletters, bulletins, and press releases These are usually brief, focusing on one or two
main outcomes, and can be produced mexpensively and quickly

e Electronic distribution Increasingly, results from studies can be “published” by “listservs”,
which send periodic e-mails to registered people who have expressed an interest 1n subjects
like international health, reproductive health, OR, or PAC A wider audience still can be
reached via posting results at a website on the Worldwide Web (WWW) Websites that may
be interested 1n posting a brief summary of the findings include Ipas’s website dedicated to
DATAPAC projects (http //datapac 1pas org) and the Population Council’s OR/Technical
Assistance site (http //www popcouncil org), and the list 1s growing daily

No single avenue for dissemination 1s complete and each has advantages and disadvantages
Therefore, when designing the study, plan and budget for several different dissemination
activities Aside from self-publication and attending conferences, dissemmation 1s relatively
mexpensive compared to other research activities, but nevertheless requires careful planning and
considerable time and effort on the part of the PI and research staff

Good luck! We wish you success n designing and carrying out

your study and welcome comments, questions, and suggestions DATAPAC Coordmator
about this manual or the study itself Finally, 1f you conduct Ipas
PAC OR, we sincerely hope that you will submut copies of your P O Box 999
results and questionnaires to DATAPAC to be included 1n the Carrboro, NC 27510-0999 USA
DATAPAC Database Submutting your work to DATAPAC not Tel (919) 967-7052
only increases your audience, but also provides valuable tools to Fax (919) 929-0258
other PAC OR researchers Address all correspondence to datapac@ipas org

oF visit our website at

http //datapac 1pas org
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1. WHAT IS DATAPAC?

Complications during pregnancy affect millions of women worldwide each year, nearly 600 000 of these
women die as a result ! Women face many risks during pregnancy and chuldburth, including abruptio
placentae, placenta previa, preeclampsia as well as complications such as hemorrhage and infections
arising from unsafe induced abortion practices Over 70 000 women are estimated to die each year as a
consequence of unsafe abortion > Worldwide, 13% of pregnancy-related deaths are estimated to result
from unsafe abortions, with the vast majonty of deaths occurring 1n less developed countries 2 Many
more women suffer consequences such as pelvic inflammatory disease and sterility Moreover, these
figures underestimate the true unpact of unsafe abortion as they do not account for the thousands of
women who develop complications after a spontaneous abortion

A postabortion care (PAC) approach has been developed to address the 1ssue of maternal morbidity and
mortality related to unsafe mduced and spontaneous abortion The PAC approach consists of these
elements 1) emergency treatment services for postabortion complications, postabortion contraceptive
counseling and services, and, 3) links between emergency abortion treatment and comprehensive
reproductive-health care 3

The Umted States Agency for International Development (USAID), private foundations, and other
mternational agencies have funded over 30 PAC operations research (OR) studies since 1990 m Africa,
Asia, and Latin America These studies have mvestigated ways to maximze the quality of PAC services
while mmmmzing costs and resources used A
consensus has emerged among individuals and What 1s DATAPAC?

agencies nvolved in PAC OR that 1) a centralized | PAC OR Database Electronic database for

database of PAC studies 1s neceded, and, 2) core conducting secondary analyses of available
questionnaires should be developed for use in PAC PAC OR studies

OR projects 1n various country settngs A
centralized database would facilitate mter- and ntra-
regional OR analyses, while usmng core
questionnaires would lead to more comparable and
generalizable research findings

¢ Supporting Documentation Copies of
protocols, blank questionnaires, reports,
publications & other documents from PAC OR
studies

¢ Core Questionnaires Standardized PAC OR
questionnaires & protocols in English &
Spanish Includes cost study instruments,
patient questionnaire, & service delivery
observation guide

In collaboration with USAID, the Population
Council, and other orgamzations, Ipas 1s
coordinating the development of core questionnaires
as well as compilling data and supporting
documentation from all available PAC OR studies
This project 1s called “DATAPAC’ This guide is part of the DATAPAC Core Questionnaire Series a set
of questionnaires and instruction guides providing an overview on how to design and conduct
quantitative PAC OR studies
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The DATAPAC Core Questionnaire Series 1s m modular form that currently mcludes

GUIDE TO USING THE DATAPAC CORE QUESTIONNAIRE SERIES FOR
POSTABORTION CARE OPERATIONS RESEARCH A general gumde for designing

and implementing PAC OR

Modulel  GUIDE TO USING THE GENERAL INFORMATION QUESTIONNAIRE FOR
POSTABORTION CARE PATIENTS A brief questionnaire designed to umquely

1dentify study participants and sites

Module 2 GUIDE TO USING THE CLINICAL CASE REPORT FORM FOR POSTABORTION
CARE PATIENTS: A questionnaire for documenting the clinical presentation of PAC
patients and their course of treatment as recorded n patient charts and other records

Module 3 GUIDE TO ASSESSING RESOURCE USE IN THE PROVISION OF POSTABORTION
CARE A series of questionnaires designed to document resource use and cost of

providing PAC services

Module 4 GUIDE TO USING THE POSTABORTION CARE PATIENT EXIT INTERVIEW. A
questionnaire for assessing the quality of PAC services from the patient’s
perspective, including measures of pam and understanding of PAC counseling

messages

Module 5 GUIDE TO OBSERVATION OF POSTABORTION CARE SERVICES* An observation
checklist for assessing the quality of PAC chimcal practice mcluding 1ssues such as
mfection control, pam management, and information given to patients

Module 6 GUIDE TO USING THE POSTABORTION CARE SUPPLIES & EQUIPMENT
CHECKLIST: An inventory of supplies and equipment necessary for providing PAC

SCIviCces

These mstruments and guides are quantitative in design and do not address qualitative research
methodologies such as open-ended mterviews or focus groups The General Information Questionnaire
{Module 1) 1s the backbone of the series, collecting general mformation designed to umquely identify study

participants and sites It 1s mtended for use with all PAC OR studies that
are designed based on this series For example, we recommend that a
researcher designing a PAC “Cost Study” consult both the Guide fo
Assessing Resource Use n the Provision of Postabortion Care (Module
3) as well as the Guide to Using the General Information Questionnaire
Jor Postabortion Care Patients (Module 1)

The mstruments included mn the DATAPAC Core Questionnaire Series are
meant to serve as templates and may need to be modified for each study
to reflect dufferences m treatment practices and study sites In addition to
the DATAPAC Core Questionnaire Series, DATAPAC also includes an
electronic database of data from PAC OR studies and a library of
supporting documentation such as protocols and reports These resources
are free to anyone interested n PAC OR. Please contact Ipas for more
mformation or to make contnbutions to DATAPAC

For more information, please

contact

DATAPAC Coordinator

Ipas

PO Box 999

Carrboro, NC 27510-0999 USA
919 967 7052 (International)
800 334 8446 (US only)

919 929 0258 (fax)
datapac@spas org

or visit our website at

datapac.ipas org
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2. HOW TO USE THIS GUIDE

This manual discusses the design and 1mplementation of PAC OR studies Our hope 1s that the
DATAPAC Core Questionnaire Series will be useful both to those who are familiar with OR
methods, as well as those for whom PAC OR 1s new The various mstruments and instruction
guides that make up the DATAPAC Core Questionnaire Series are available separately

Suggestions for how specific questions should be interpreted are presented along with each
mstrument We encourage researchers to use the instruments as we have presented them, as this
leads to more uniform data and therefore facilitates comparative analyses However, we
understand that the instruments may need to be adapted to reflect the specifics of PAC 1 each
research setting Therefore, electronic versions of the mnstruments are available for downloading
at the DATAPAC website (datapac 1pas org) as well as on diskette 1n Microsoft Word 6 0 (for
Windows 3 1 or greater) Also, Epi-Info* and Microsoft Excel files are available to use for
entering, cleaning, and analyzing data

*Ep1-Info was developed by the Centers for Disease Control and Prevention and can be
downloaded free of charge from www cdc gov or obtained (for a fee) by contacting

Brixton Books (USA) Brixton Books (Europe)

716 Desire Street Sales Department

New Orleans UmtK

LA 70117 Station Building

Tel (504) 944 1074 Llandiloes

Fax (504) 947 8899 Powys SY18 6EB

US$16 for manual Wales

US$3 for diskettes (1686) 411 004

(contact Brixton for shipping costs) http //mkn co uk/help/extra/people/Brixton_Books
or

USD, Inc (USA)

http //www usd-inc com

770 469 4098

770 469 0681 (fax)

US$50 for manual and diskettes and shupped within US
(contact USD for cost of shipping outside US)

”
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3. METHODOLOGY

3 1 Study Objectves

Ultimately, the goal of all PAC OR 1s to reduce maternal morbidity and mortality associated with
unsafe abortion The immediate objective 1s then to use OR as a tool to 1mprove the quality of
PAC services Improving PAC services may be accomplished through a varety of means,
including reorgamzing delivery of services, introducing manual vacuum aspiration (MVA)
switching from sharp curettage (SC), also called dilation and curettage (D&C), to for treatment of
mcomplete abortion, improving infection prevention and parn management practices, providing
counseling including information on contraceptives, reducing costs, or, a combination of these
options Postabortion care OR studies generally are designed to demonstrate the feasibility and
sustainability of addressing PAC service delivery 1ssues, and to evaluate the impact of changes
made to PAC services Therefore, the study objectives for a particular study depend upon the
question or questions a researcher wants to address and the primary audience for dissemination of
the study results

Study objectives should be clearly stated before designing and implementing a study, and should
be narrowly focused Two examples of broad, unfocused study objectives are

“To see if MVA 1s better than SC for treating patients presenting with incomplete
abortion ”

“Is SC more expensive than MVA?”
These objectives could be rephrased to read

“Are there differences 1n the number of treatment-related infections or trauma when
women are treated with either MV A or SC?”

“Are there differences 1n the amount staff time, medical supplies, and equipment required
when women are treated with either MV A or SC? If so, do these differences have an
impact on the facilities’ cost of providing services?”

The key 1s to be certain that the study objectives are stated 1n a manner conducive to making
actionable recommendations for PAC policy and program management Several resources
provide guidance on how to formulate study objectives 45 Once a researcher has clearly defined
the study objective or objectives, designing the study can begin

3.2 Study Design

321 Study Types

Numerous study designs have been used in OR to study treating complications of abortion,
including quantitative designs such as descriptive and comparative studies, as well as qualitative
designs such as exploratory studies incorporating open-ended mterviews and focus groups Thus
guide focuses on two types of quantitative study designs—descriptive and comparative studies
Descriptive studies generally seek to 1lluminate the availability, quality, and cost of current PAC

7
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services Comparative study designs are useful when the study objective 1s to measure the effect
of an intervention, such as whether the imntroduction of MVA leads to better quality of care when
treating incomplete abortion A further consideration 1s whether to conduct the study at only one
hospital or clinic (single-site study) or include two or more sites in the study design (mulfi-site
studies) The type of study chosen depends ultimately upon the study objectives

3 2 2 Descriptive and Comparative Studies

Descriptive studies are often cross-sectional in design Cross-sectional studies typically collect
data once to provide a “snap shot” of current PAC services and may help illuminate deficiencies
1 quality of care and iefficiencies 1n resource use However, cross-sectional studies do not
allow researchers to measure the impact of changes 1n service delivery over time

Comparative studies, in contrast, are designed to measure one treatment protocol against another
Examples would 1nclude testing SC versus MVA or testing one method of providing
postabortion contraceptive services versus another Postabortion care OR comparative studies
generally fall into two categories concurrent-control and pre-post intervention studies In a
concurrent-control study (also called static-group comparison studies)’ of MVA and SC, the
control group continues to receive the standard treatment, such as SC with heavy sedation and
no postabortion contraceptive counseling Patients in the intervention group may then receive a
modified treatment regimen, such as postabortion contraceptive counseling after treatment with
MVA under local anesthesia and/or light sedation Theoretically, this can be done at a single site
if the caseload 1s sufficient to randomize patients 1nto intervention and control groups, and if the
hospital staff are proficient and sufficiently motivated to follow different treatment protocols
based on the group randomly chosen for each patient

In most settings, however, 1t 1s not feasible to randomize patients and use a single-site
concurrent-control study design Ideally, introducing MVA for the treatment of incomplete
abortion 1ncludes more than sumply replacing curettes with syringes In order to fully benefit
from the use of MV A, services generally must be reorgamized For example, the treatment
procedure can be moved from the operating theater to a procedure room, general anesthesia or
heavy sedation can be replaced with local anesthesia and/or light sedation, most postabortion
patients can be treated on an outpatient rather than inpatient basis Based on such changes, 1t
would likely be impossible 1n most settings to randomly assign some patients to treatment with
SC on an inpatient basis and other patients to treatment with MV A on an outpatient basis

As an alternative, researchers will often chose one hospital where SC 1s used to serve as a control
site, and another hospital where services are reorgamzed and MVA 1s introduced to represent the
“intervention group” (e g a multi-site, concurrent-control study) This design has the advantage
of allowing for the collection of data from both comparison groups simultaneously, which can
significantly reduce the period of data collection, the overall length of the study, and perhaps
reduce study costs Researchers should be cautious, however, if using a concurrent-control
design There are ethical 1ssues around withholding superior treatment from the control group
Also, with the multi-site concurrent-control design, any difference between intervention and
control groups may be due more to the imherent difference between the study sites than the
intervention 1itself

Pre-post mtervention studies are comparative studies that begin with a number of patients who
are recruited 1nto the study and treated according to standard practices Thus first period of data
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collection 1s often called the “baseline” or “pre-intervention” phase Next, an intervention 1s
implemented, such as introducing a postabortion contraceptive counseling program, reorganizing
PAC service delivery, and/or traiming staff in the use of MVA Patents are then treated according
to the new protocol and the results are compared with the data from the baseline phase The
advantage with the pre-post intervention design 1s that changes 1n service quality and resources
used are more likely to be directly attributable to the changes in services, rather than differences
1n study sites that may occur in concurrent-control studies However, pre-post intervention
studies typically take longer to complete and may therefore not conform to budget and timeframe
requirements Even so, we recommend pre-post intervention designs as they tend to avoid certain
ethical and analysis problems nherent in concurrent-control study designs

3 2 3 Smgle-site and Multi-site Studies

If a provider needs to evaluate PAC services at a single facility, and 1t 1s not important how this
facility compares with other facilities, then a single-site design can be employed The impact on
PAC service quality and resource use of introducing new services (MVA, postabortion
contraceptives, etc ) at that site can therefore be assessed by doing a baseline study (pre-
mtervention) and following up with a post-intervention study after the new service has been
mtroduced

On the other hand, 1f researchers want to assess the state of PAC services across systems,
regions, or entire countries, such as determining whether implementing MVA and new treatment
protocols can 1mprove services at public hospitals 1n general, then the study would require two or
more sites A multi-site study can be used to compare different facilities, such as facilities using
SC versus those that have adopted MVA to treat incomplete abortion The size of multi-site
studies can range from two to an unlimited number of sites

A type of multi-site study design that 1s gaining popularity 1n some areas of OR requires
recruiting a large number of study sites and randomizing at the site level, known as cluster
randonmization ¢ An example of cluster randomization would be to recruit 50 sites that treat
women for complications arising from unsafe abortion, then randomize 25 sites to receive an
mtervention while the remaiming sites would continue with thewr standard treatment protocols
Obviously, a PAC OR study of this s1ze would be expensive and difficult to mount, so the
usefulness of cluster randomization 1s likely limited for PAC studies

Regardless of the number of sites, researchers should take care to account for differences in
factors that are unrelated to whether the site 1s a control site or an intervention site For example,
1n multi-site cost studies, differences 1n salary levels may not be largely affected by whether
MVA or SC 1s used, but more by different pay scales at each site One method to control for
these dufferences is to standardize salary costs by calculating an average of the salaries across
sites A full discussion of standardization 1s beyond the scope of thus manual Please consult a
biostatistician when designing and also when analyzing data from multi-site studies

3 2 4 Participant Selection Criteria

In most cases, study participation should be limited to women presenting for treatment of
incomplete abortion (or providers of incomplete abortion services 1n studies with provider
mterviews, etc ) However, depending upon the study objectives, other patient selection criteria
may be needed Some studies have focused on women who seek treatment for septic abortions
and therefore only patients who presented with septicemia complicating their incomplete
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abortions were recrutted . Another example includes most PAC OR cost studies, where it 1s
recommended that patients be included only 1f they present with no major complications other
than mncomplete abortion and are 12 weeks or less uterine size ® For more mnformation on
participant selection criteria 1n cost studies, please consult Module 3 of the DATAPAC Core
Questionnaire Series, the Guide to Assessing Resource Use i the Provision of Postabortion
Care

Principal Investigators (PIs) should avoid being overly restrictive when specifymg the patient
selection criteria Having a non-restrictive participant selection criteria allows Data Collectors to
gather information on the full range of PAC patients The PI then has the opportunity to stratify
by certain criteria (age, status at presentation, martial status, etc ) when analyzing the data
Ultimately, participant selection, either during data collection or the data analysis phase of the
study, should be driven by the particular objectives of the study

Regardless of the selection criteria chosen, the PI should make certain that the Data Collectors
understand the selection criteria before data collection begins The sample Participant Selection
Checklist (Annex 1) should aid Data Collectors when recruiting patients for the study

3 2 5 Samphing, Randomization, and Sample Size

Sampling 1s the process for determining who will be mnvited to participate i the study Sampling
can take place at the hospatal or clinic level For example, if a given country has 100 hospitals or
clinics that routinely treat PAC patients, and a researcher chooses to conduct a study at four of
these sites, then the researcher has sampled the available study sites Sampling can likewise occur
at the patient level, where a hospital may treat 50 PAC patients per month, but a researcher limits
data collection to a sample of 20 patients In either case, researchers may choose between having
a randomized sample or a convenience sample Generally, a random sample of sites or patients
allows the researcher to generalize the results to the broader population from which the sites or
patients were selected

Convemience samples typically fall into four categones purposive, temporal, quota, and
“snowball” sampling *°> Temporal sampling 1s the most common type of sampling used 1n PAC
OR studies, and typically includes recrmiting all or a portion of women admutted for treatment of
incomplete abortion over a given time (e g all women admutted to a clinic 1n a given month)
Simular to temporal sampling 1s quota sampling where, for example, the first 30 women admitted
to a hospital for treatment of incomplete abortion would be mvited to participate in the study
However, with temporal or quota sampling, researchers run a rnisk of getting a biased or non-
representative sample, especially 1f the intended sample size 1s small (less than 50 women or two
to three sites) or time period 1s brief (a few weeks or even months) To ensure, for example, that
all types of facilities that offer PAC services (public, private, university sponsored teaching
hospitals, etc ) are represented in the study, the researcher would collect data from each of these
kinds of sites Thus 1s an example of purposive sampling Finally, snowball sampling describes a
technmique where participants 1n a study are asked to 1dentify other people who may be
appropriate candidates for the study (1 e ask a woman who has recently recerved PAC services to
1dentify other women who have received similar services) Snowball sampling can be very useful
when attempting to locate people from marginalized populations, such as women who require
treatment for complications of an 1llegally induced abortion and would otherwise be difficult to
1dentify and mterview However, confidentiality 1ssues must still be respected when using
snowball sampling

10




DATAPAC Core Questionnaire Serves

A randomuzed sample should be distinguished from randomization, which describes the process
by which patients are randomly assigned to intervention groups, such as randomly assigning 10
patients to receive contraceptive counseling, and 10 patients to receive no counseling
Randomuzation 1s the best way to reduce the chance of bias from unmeasured factors However,
randonuzed studies may require that some patients be denied superior care, such as when patients
are randomized to a group treated with SC or a group that does not receive contraceptive
services Denying superior care 1s a critical ethical 1ssue and thus the advantage of
randomuzation, lower risk of bias, must be balanced with patients’ rights for the mghest quality
care available Also, studies employing randomization are usually more complicated to design
and manage and tend to be more expensive than studies with quasi-experimental designs It must
be noted, however, that most statistical tests are designed assurmng that randomization has
occurred Therefore, many of the statistical tests used to evaluate PAC OR data (chi-squares,
ANOVAs, etc ) should be used with caution when using data from non-randormzed samples
Again, we recommend that a PI consult a biostatistician during the design and analysis of PAC
OR studies

Finally, there 1s the 1ssue of sample size — deterrining how many clinics or patients to include 1n
a study Formulas exist to help researchers determine the sample size required to conduct certain
statistical tests with a predetermined level of certainty and Epi-Info and other statistical software
packages have features to estimate needed sample-size However, sample sizes in PAC OR have
typically been determined by caseload and study budgets A full discussion of calculating sample
sizes, sampling, and randomization and 1s beyond the scope of this manual, but several resources
exist to help guide these decisions *39 Due to the mcreased costs and ethical 1ssues associated
with random sampling and randomzation, most PAC OR studies have employed convemence
sampling and a non-randomized (quasi-experimental) design
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4. PLANNING THE STUDY

Regardless of the type of study, the planning process remains relatively unchanged for the PI .
After designing and planning the study, the PI should pre-test any data collection instruments,

collect and analyze data, and then report the results However, the order of the steps involved in

planning a study may vary For example, 1n some settings the PI may need to get approval from

the Ministry of Health or the agency funding the study

before beginning any other activities In other settings, a Before begmnmng data collection,
Ministry may not be willing to approve a study until the the PI should

PI has 1dentified key study staff and the research . Select study staff

location(s)

« Select sites
« Meet with site staff

4 1 Select Study Staff « Obtain approval for the study
The primary staff needed for a study 1s a PI and one or « Obtain supplies
several Data Collectors Larger studies, particularly « Tran data collectors

multi-site studies, may also require Site Coordinators,
Data Managers, and Biostatisticians

4 1.1 The Principal Investigator

The PI for the study will have primary responsibility for coordinating tasks and activities,

traiming and supervising Site Coordinators and Data Collectors, participating 1n data collection,

analyzing data, and developing and disseminating study results Therefore, the PI should be very

familiar with hospital procedures, experienced 1n the oversight of data collection and analysis,

objective and detail oriented Experience 1n traiming would be very useful as the PI 1s often .
responsible for training Data Collectors The PI could be a physician, nurse, hospital

administrator, public health specialist, and/or a social scientist Occasionally, a study will have

more than one PI, known as Coinvestigators Aside from coordinating study activities, the PI1s

responsible for ensuring that all study staff are thoroughly trained 1n informed consent

requirements and study procedures

4 1 2 Site Coordinators

In a small study, the PI may have many responsibilities, including supervising Data Collectors
and the data collection process However, 1n larger studies such as multi-site studies, the PI may
not be able to supervise data collection Therefore, the PI will need to employ Site Coordinators
at each site who can monitor the data collection process, review completed forms, and answer
questions from Data Collectors, administrators, or the study participants themselves Like the PI,
Site Coordinators should be very famihar with hospital procedures, experienced 1n the oversight
of data collection, objective and detail oriented

4 1 3 Data Collectors

Candidates for Data Collectors might include off-duty medical residents, social workers, nurses,
or students of health-related or social science fields
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The type of study, required sample size, length of data collection period, and projected PAC
case-load will determine the number of collectors necessary to conduct the study effectively For

example, 1n hospitals with a low number of
postabortion patients, one to two Data Collectors may
be adequate, while 1 hospitals with high caseloads,
several Data Collectors may be needed If intensive
observation 1s required, such as with the DATAPAC
Guide to Assessing Resource Use n the Provision of
Postabortion Care (Module 3) or the DATAPAC Guide
to Observation of Postabortion Care Services (Module

S S E W/

Qualifies of good Data Collectors
Patient & objective

Detail-onented

Expenenced working 1n health care
settings

Famihar with supplies & equipment
used for PAC

PN S AN

AN

5), extra Data Collectors may be required « Familiar with the provision of ;

contraceptive services
At some sites, many women arrive at mght for « Famihar with logbooks & patient g
postabortion care If the study involves observation of charts .
services, 1t will be necessary to have Data Collectors « Able to establish good relatonshups
available both day and mght However, 1n some with staff & patients 2
settings 1t may be considered 1napproprate, or unsafe, » Commutted to collecting data for the :

duration of the study
Respect confidentiality of study
participants E“

for Data Collectors to stay overnight In these
situations, standard time hmuts for data collection must |
be established, for example, 08 00 to 18 00 hours If
the study 1nvolves observation of PAC services, data
collection should occur for at least seven consecutive days so that data are obtained on both
weekdays and weekends as well as all work shifts The number of Data Collectors and the hours
they will actively collect data should be determuned prior to imtiating the study and the hours of
data collection should be the same for all sites 1f a multi-site study

4 2 Select Site or Sites

The primary criterion for selecting sites 1s the type of health care facility needed as determuned by
the study objectives Potential sites mclude any facility that treats incomplete abortion, including
Ministry of Health hospitals, Social Security facilities, private hospitals and other appropriate
facilities The World Health Orgamzation (WHO) has developed a classification system to
distinguish between different types of health facilities that consists of Primary Health Centers,
First Referral Centers (District Hospitals), Secondary Level Hospatals, and, Tertiary Hospitals
Principal Investigators need to pay particular attention to the fact that different kinds of facilities
tend to attract different kinds of patients

Patient caseload at the site or sites 1s, 1n most situations, the second most important criteria when
selecting study sites Caseload also helps determine the number of Data Collectors and days
needed for data collection The most accurate sources of information about the number of cases
treated over a given period of time are obstetric-gynecology department logbooks and hospital
discharge records, which generally register the name, diagnosis, and date of treatment for each

atient The PI may also want to talk with nurses, midwives, and doctors at the potential
résearch site for a verbal confirmation of the number of patients seen

Other factors are important when selecting study sites Site staff need to be at least cooperative

with study staff, if not enthusiastic about participating 1n the study If the study 1s designed to
measure the impact of changing PAC services, there must be interest at the site in adopting new
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services Fmally, researchers will need full access to all areas where treatment 1s provided and
approval of hospital authorities 1s required

Once the site or sites have been chosen, the PI should become familiar with treatment practices at .
each site Although some hospitals or health systems have written guidelines describing

treatment protocols for incomplete abortion, most do not In addition to reading available

protocols (where they exist), the PI should observe PAC service delivery and mterview staff

4.3 Meet with Site Staff

The PI should involve the site staff with study design as soon as possible 1n the planning stage
The PI should familiarize the staff who work with PAC patients (e g , ob-gyn, emergency
department and contraceptive clinic staff such as physicians, nurses, aides, and midwives) with
the objectives of the study and introduce them to the Data Collectors It 1s important to discuss
the purpose of the study, describe the Site Coordinators and Data Collectors' tasks, emphasize
that the study will not interfere with current workloads, and explain that the study results will be
made available to the staff Lastly, the PI should explain how the study will help admimstrators

mmprove the efficiency and quality of care offered and that the purpose of the study 1s not to
evaluate individual staff members

4.4 Obtain Approval for the Study

Hospatal approval and support for the project 1s crucial 1f resulting policy recommendations are

to be implemented In many cases, approval will also be needed from local and national

government authorities, as well as funding agencies Because PAC OR study may require access

to confidential information such as salary documents and patient records, researchers must first

obtain written permission from appropriate authorities 1n order to have access to this information .
and to all physical areas where incomplete abortion patients are treated

Additionally, researchers are usually required to seek approval from a review commuttee,
sometimes called a Medical Research Council or an Institutional Review Board Review
commuttees are typically mandated to review proposed research projects and determine that the
proposed study 1) has sufficient scientific merit, 2) meets established standards for protecting
the study participants from harm, 3) guarantees confidentiality, and, 4) ensures that informed
consent will be obtained from all participants Whether or not a formal review process 1s
required, researchers are responsible for ensuring that participants recruited into the study are
fully informed about the nature of the study and that each participant has indicated that he or she
has chosen to participate freely

4 5 Informed Consent

The Data Collector must explain the study to each participant and obtain informed consent to
mclude each participant 1n the study (participants would mclude both the patients as well as
providers 1f conducting an observation study) The participant must also by told whether their
responses are anonymous, confidential, or neither

e Confidential means that the identifying information about the participant such as name,
addresses, or identification numbers will be written down and attached to their

questionnaires However, this information will not be reported individually or shared with .
others beyond the study staff
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e Anonymous means that the neither the participant's name nor any identifying mformation
will be attached to the interview

In many PAC OR studies, 1t may be easier to assure anonymuty to patients than to providers who
are on staff at the study site However, most PAC OR studies require 1dentifying information in
order to link the questionnaires with patient charts and other records Therefore, participants can
usually only be guaranteed confidentiality, not anonymity

An example of recommended 1nformed consent language that assumes confidentiality follows

Hello, may name 1s [rame of Data Collector], and we are conducting a study
on the quality of care this hospital provides its patients If you agree to
participate, we may observe the care you receive and/or we may ask you a few
questions about your medical history and treatment while 1n the hospital

Any answers you give are completely CONFIDENTIAL, meaning that no one
other than the study staff will be able to see your answers, and your name or
address will NEVER be associated with the answers you give You have
every right to refuse to participate in the study Whether or not you are 1n the
study will not affect your care If you do agree to be 1n the study, you may still
refuse to answer any question

If you have any questions about this study later, please contact [Principal
Investigator’s name and telephone number and/or address] Do you agree to
participate 1n this study?

More examples of informed consent forms for patients, providers, and administrators are
available from Ipas or can be downloaded from http //datapac 1pas org Written, informed consent 1s
often required by the hospital or study site, and thus the PI should obtain the appropriate form
and make 1t available to the Data Collectors Even if the study site does not require written
consent, 1t 1s usually advisable to get written consent from the patient before beginning the
mterview Many studies have relied upon oral consent of the participants, but we recommend
written consent A copy of the signed form should be filed with each patient's study records (not
hospital records)

4 6 Obtain Supplies

The PI or other research staff will need to collect supplies necessary for data collection, including
pens, clipboards, watches, and a white coat or any other umforms that will allow Data Collectors
access to treatment areas

4 7 Train Data Collectors

In order to ensure that data are collected in a consistent and correct manner, 1t 1s critical that the
Data Collectors receive comprehensive tramning on how to administer the data collections
mstruments used 1n the study Comprehensive traimng should include reviewing the mstruments
question by question, role playing, and pre-testing the instruments 1n a hospital setting
(supervised by the PI) Data Collectors should be 1nstructed not to discuss the study results with
anyone other than the PI, and the 1mportance of patient and provider confidentiality and informed
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consent should be repeatedly stressed It 1s not unusual for questions raised by the Data
Collectors during training to lead to modifications mn the instruments themselves

Once training and pre-testing 1s completed, a Guide for Data Collectors should be drafted In .
addition to providing information on how the Data Collectors can contact the PI with questions
or concerns, the Guide Book should help clarify the questions 1n the instruments (1 e defimtions

of unusual terms, patient selection criteria, appropriate units for measures, cues to start and stop
timing of PAC events, etc )

Depending upon the size and complexity of the study, training of Data Collectors may be spread
out over several days In addition to paying Data Collectors for therr ime while being trained, 1t
1s customary to provide refreshments for Data Collectors during traimng A sample agenda 1s
provided below 1 Figure 1

Figure 1 Sample Agenda Traming Workshops for Data Collectors

Day 1

Introductions

e Overview of study (if this 1s a follow-up study, then discuss findings of
baseline study)
Roles of Principal Investigator and Data Collectors
Overview of instruments
Ethical gumidance (Confidentiality & Informed Consent)

Day 2
e Review mstruments (role plays)
Day 3
e Pre-test instruments at local hospital or hospitals 1f practical
Day 4
e Revise mstruments 1f needed
Day 5

e Additional traming & testing on revised instruments 1f needed

5. DATA COLLECTION

One method for gathering data 1s self-administered instruments, such as a questionnaire
completed by a patient or provider However, self-admimistered instruments have not been
widely used in PAC OR to date, and therefore this manual focuses on three methods for
collecting data observation, record review, and interviews Regardless of the method of data
collection, study staff must ensure that the data collected are of high quality and are kept secure
so that confidential information 1s not revealed to people outside of the study team
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5 1 Observing PAC Services

In the DATAPAC Core Questionnaire Series, both the Guide to Assessing Resource Use in the
Provision of Postabortion Care (Module 3) and the Guide to Observation of Postabortion Care
Services (Module 5) involve observation of PAC services There are various steps that a Data
Collector can take to ensure that observing PAC services 1s as unobtrusive as possible 19

« Itisessential to get the consent of both the patient and the provider before observing their
mteraction Please see example of informed consent form for patients 1n Section 4 5 above

» No more than one person should observe services at any one time

» Even if the Data Collectors are trained 1n the provision of PAC services, they should let the
provider know that the role of a Data Collector 1s solely that of observer and not “experts”
who can be consulted during the session

« The Data Collector should also explain to providers that the purpose of the observation 1s not
to assess their personal performance, nor to gather information during the observation that
would be provided to their superiors to be used 1n a performance appraisal Rather, the
purpose of domg the observation 1s for the monitoring team to assess how PAC services are
provided overall at the health care facility Providers should be told that the observation 1s
only one part of a larger process, with the overall goal of improving PAC services at the
health care facihity

« Before the session begins, the Data Collector should find a place to sit or stand so that the
patient-provider interaction can be seen clearly However, 1t 1s important that the Data
Collector not obstruct either the provider or patient

» Durmg the session, the Data Collector should remain quiet and still so as not to distract the
patient and provider Writing on the forms should be done as discreetly as possible

« The Data Collector may want to consider dressing 1n neutral colored clothing to mimmize
drawing attention to her or himself

It 1s 1mportant to note that both providers and patients may behave differently when they know
they are being observed Conducting a number of observations of service provision can help
overcome this problem as far as the provider 1s concerned It has been shown that people who are
repeatedly observed tend to 1gnore the observer and behave as they would during a routine
provider-patient encounter

5 2 Record Reviews

Reviewing records provides useful data, particularly when combined with data gathered using
other methods, such as interviews or observations Several instruments in the DATAPAC Core
Questionnaire Sertes mvolve record reviews, including the Guide to Using the General
Information Questionnaire for Postabortion Care Patients (Module 1) and the Guide to Using
the Clhimical Case Report Form for Postabortion Care Patients (Module 2)

Logbooks can provide a wealth of information about patients who have received services at the
health care facility, such as a patient's identification number, age, parity, the date on which she
had her procedure, the name of the health care provider who did the procedure, uterne size, the
reason for the procedure, the type of procedure used and any comphcations the patient had when
she arrived or that developed during the procedure Logbooks may also help determine which
steps of providing service take the most time, which areas are strongest, or when patients do or
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do not receive the follow-up care they need However, logbooks may be difficult to find,
incomplete, not up-to-date or difficult to read '°

Patient charts are also useful for finding out specific information about care that a particular .
patient recerved, and can also provide information similar to what can be found 1n a logbook The

advantage to using a patient chart 1s that information 1n the chart may be more detailed than what

1s recorded 1 the logbook 10 As with logbooks, however, patient charts may be difficult to find,

incomplete, not up-to-date or difficult to read

5 3 Interviewing patients and providers

Currently, the DATAPAC Core Questionnaire Series only includes one interview mstrument, the
Guide to Using the Postabortion Care Patient Exit Interview (Module 4) However, introducing
other interview 1nstruments are planned over time, including a “PAC Provider Interview” and
perhaps a “Hospital Manager/Administrator Interview” Below are some points to guide Data
Collectors when interviewing a patient or provider '°

« The Data Collector should explain that the purpose of the interview 1s to help improve PAC
services at the health care facility and that interviewee responses and feedback are desired
and important

« Obtaining consent when 1nterviewing patients or providers 1s vital It 1s important to 1dentify
whether the interview 1s confidential or anonymous This manual provides an example of an
informed consent form that assumes responses are confidential

« The Data Collector should simply read the questions as written, without making any changes
m the wording If participants ask for clarification, the interviewer should simply re-read the .
question and ask the participant to answer 1t to the best of their understanding Re-phrasing or
explaining the question may lead the patient or provider to a response Also, the Data
Collector should keep a neutral inflection at all times because the tone 1n which a question 1s

asked can provide subtle cues to interviewees about how they think an interviewer wishes
them to respond

» For questions that have predetermined response categories or rankings (for example,
rarely/never, sometimes, routinely/always), the Data Collector should always read all possible

responses, even 1f the participant answers before the Data Collector has fimished reading all
possible responses

Interviewing patients 1s a delicate task requiring diplomacy Below are some special points to
consider when interviewing women after they have received PAC services at the health care
facility 10

o In order to help set the patient more at ease, the interview should be conducted 1n a private
environment This may make the woman more comfortable to speak openly about her
experience at the health care facility

« The goal of the interview 1s to have a conversation with someone who has an important
perspective on the quality of PAC services provided at the facility Approaching the interview
from the point of view of wanting to learn from the patient's experience may help the Data
Collector be more relaxed with the patient The more relaxed, open and sincere the .
mterviewer 1s, the more likely 1t 1s that the patient will feel comfortable answering questions
openly and honestly
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« Several other factors may help make the patient more comfortable while being mterviewed
The interviewer may consider wearing casual clothes rather than a uniform It may also help
1if the interviewer 1s a staff member who 1s not directly mvolved 1n the provision of the
woman's care

The final step in mterviewing parficipants 1s to thank them for their time and comments!

5 4 Pre-testing Instruments

After modifying the DATAPAC data collection forms to reflect service delivery conditions at the
study site, or drafting new forms 1f necessary, Data Collectors should pre-test them by
admimistering the form(s) to a small, pre-determuned number of patients Pre-testing ideally
should be integrated with traiming of Data Collectors If feasible, pre-test the instruments with at
least 2-4 patients or more Researchers should pay special attention to how well the data
collection forms reflect the reality of the treatment process

Based on the information from the pretest, the researchers should again adapt the forms to best
reflect the treatment process they observed Once the data collection instruments are finalized,
enough forms should be printed for the sample size, plus a few extras 1n case of errors or loss

The PI should be prepared to make decisions about the level of detail of data to be collected For
a cost and resource use study, for example, the PI may decide that the prorated costs of certain
supplies are too small to include 1n the calculation of the average cost per patient It 1s critical
that decisions be made before final data collection begins and that data collection 1s conststent
for all patients observed Finally, these decisions should be noted 1n the presentation of study
results

Please note* The PI may need to adapt questionnaires to reflect the requirements of each
study All data collection forms in the DATAPAC Core Questionnaire Series are available on a
floppy disk 1n Word 6 0 format, or may be obtained at the Ipas website (http //datapac 1pas org)

5 5 Data Quality

The keys to good data quality 1s comprehensive training and strong supervision by the PI and Site
Coordinators In order to ensure that data are consistent and of high quality, Data Collectors must
complete the forms systematically for all participants When a study requires several Data
Collectors, 1t 1s essential that they be well-trained 1 order to ensure consistent data collection

Data Collectors should never try to guess the answer to a question when data are unavailable For
mstance, the Data Collector should note on the form any situations when 1t was not possible to
determine when a patient began or ended a particular step m the process Figure 2 offers
additional suggestions for improving the quality of data collection Also, when interviewing
parficipants, Data Collectors should be instructed to ask each question exactly as 1t 1s wnitten If
the question 1s not understood by the participant, the Data Collector should simply repeat the
question as written and 1nstruct the 1interviewee to answer the question to the best of his or her
understanding If the Data Collector finds that certain questions are being routinely
misunderstood, the Site Coordinator or PI should be notified as this might indicate that the
question or questions need to be re-written
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Figure 2: Suggestions for Improving the Quality of Data Collection

« The PI or Site Coordmator should be readily available on site to momtor data
collection & answer questions

« Consider the whole postabortion care process including the waiting time, not just the
details of the uterine evacuation procedure itself

+ Determine which types of patients will be included in the study before starting

« Know what to look for before beginning data collection Do not become
overburdened with unnecessary information Involve hospital staff early n the study
design process If site staff are involved, they will be more likely to encourage changes
later that will reduce resource utihzation & improve quality of care

« Consistency 1s essential Be certain to record information the same way for each
participant For example, in cost studies, if timing begins when patients register with
the receptionist, begin recording for all patients at that time If timing begins after the
receptionist has retrieved the patient’s file, ensure that all of the patients are timed this
way

« Provide a guidebook for the Data Collectors to reference when questions anise about
data collection

Finally, Data Collectors should complete a form with ink pens, preferably “ball pont” pens If
corrections or changes need to be made, the Data Collector should strike through the ongnal
answer and write 1n the new answer and then wrnte their imtials by the change (Figure 3)

Figure 3 Suggested way to make changes on data collection forms

Ongnal response Ongal response with correction

Mantal status <##> Marital status <##>

1 Marmed di |1 Mamed Yz
2 Cohabrtating, “In union” 02 |2 Cohabitating, “In umon” 02
3 Smngle 03 |3 Single E](
4 Divorced 04 {4 Divorced 04
5 Widowed 05 |5 Widowed s
5 6 Data Confidentiality

In order to protect the confidentially of study participants, arrangements should be made to store
completed informed consent and data collection forms 1n a safe and secure location Completed
forms should be locked and access imuted to the PI and perhaps the Site Coordinator when
appropriate If data are entered into a computer software program such as SAS, SPSS, Epi-Info,
Microsoft Excel, or similar software packages, then the data files should be password protected,
and any back-up copies of the datasets on floppy diskette locked up as are the completed forms

6. DATA MANAGEMENT AND ANALYSIS

Once data are collected, the next step mvolves assimilating the data into a form suitable for data
analysis Data management 1s a detail-onented process that requires the direct supervision of the
PI 1n order to ensure that all the care taken to collect data of lugh quality 1s not undermined by .
sloppy data management practices Depending upon the complexity of the analysis required, a

biostatistician may need to be consulted during data analysis Any statistical hypothesis to be
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tested, as well as the approach for testing the hypothesis, should be specified 1n the Study
Proposal during the desigming of the study If there are multiple planned study objectives, such as
measuring quality of services, patient satisfaction, and the cost of services, we recommend that
the PI specify the primary objective or objectives Although unplanned analyses may be
performed, they should be described as such m study reports as 1t 1s difficult to interpret the
statistical significance of results from most unplanned statistical tests

Data management and analysis are topics that usually consume entire books and thus a
comprehensive review 1s beyond the scope of this guide 11 Nevertheless, a brief description of the
process follows

6 1 Data Management

Data management 1s the process that includes data coding, entry, and cleaning All three of these
procedures are greatly facilitated by a computer and appropriate statistical software To that end,
Ipas provides data entry and cleaning files to be used with Epi-Info, a free statistical software
package available from the Umited States Centers for Disease Control and Prevention *

6 11 Data coding

Data coding 1s the process of transforming textual answers on questionnaires 1nto numerical
formats so that the answers can be manipulated by statistical software packages such as Epi-Info,
SAS, or SPSS Examples of data coding include coding “yes or no” questions as either 1 (for
‘yes’) and O (for ‘no’) or coding “single, married, cohabitating, divorced, or widowed” as “1, 2,
3,4, or 57, respectively To facilitate the coding process, the PI should create a “Code Book” A
Code Book lists each question asked and the possible answers, except for “open” questions,
along with the code for each answer In addition, questionnaires should have the appropriate
codes printed on the forms themselves All DATAPAC questionnaires are pre-coded so that
completing the questionnaire and coding 1t are combrned 1nto a single step Therefore, once the
questionnaire 1s completed and reviewed by the data supervisor or PI, 1t 1s time to begin data

entry

During the process of coding data, 1t 1s not uncommon to find questions that were answered 1n
ways unintended when the questionnaire was designed For example, a question designed to have
one correct answer, such as “Employment Status”, may have more than one answer checked The
answer to the question “Age” may be 1llegible, or an accidental stray mark may appear to be an
answer to a question There 15 no definitive way to code responses 1n this situation The PI,
usually 1n consultation with study staff, may try to make a logical guess, or may try to discern the
correct answer based on the answer to another question (e g 1f “Age” 1s 1llegible, the patient’s
age may be calculated from the date of birth 1n her hospital records) Sometimes the PI will
simply code the responses as “other” or better yet, “missing data”, as though the question were
unanswered rather than indecipherable Regardless of how ambiguous responses are coded, i1t 1S
critical to be consistent In other words, 1f an unimtelligible response to the question
“Employment Status” 1s coded as “missing” on one form, then all unintelligible responses to that
question should be considered “missing” To facilitate consistency 1n the coding of these
questionable responses, the study staff coding the data should record instances when they were
required to make judgments on how to code a response 1n the study Code Book The Pl 1s
responsible for reviewing the Code Book and approving all such coding judgments

? See the “How to Use This Manual” section for more information on how to obtam Epi-Info
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6 1 2 Data entry

Depending upon preference, time, and availability of study staff, the data may either be entered
(“keyed”) throughout the study as 1t 1s collected, or entered en masse once data collection 1s
completed If the study 1s large, consider subcontracting a company specializing in data entry
One advantage of entering data throughout the study 1s that problems with the data may be
discovered during data entry, perhaps 1n time to correct the problem Also, 1f data entry 1s
ongoing, then data analysis can begin as soon as data collection ceases As with all other
components of the study, data entry requires patience, persistence, and careful attention to detail

On a technical note, there are two methods of data entry that can help maintain high data quality
The more rigorous method 1s usually called double-keyed-compare-to-zero or double-key
validation These cryptic terms describes a process where the data are actually entered twice on
separate occasions (sometimes by one person or team but preferably by two people or teams)
Once the data are entered twice, the two datasets are electromcally compared and, where the
keyed answers to a question differ, the PI may safely assume that one keyed answer 1s incorrect
The error may then be corrected by reviewing the answer from the questionnaire Epi-Info and
many other software packages have double-key validation features

The other and less rigorous method to validate the accuracy of data entry 1s to take a random
sample of the questionnaires, typically 10-20%, and hand-check those questionnaires against the
data as keyed into the dataset If the PI finds few (perhaps less than one percent) or no errors,
then she or he may have some confidence that the overall quality of the data entry 1s sufficient
However, if the data entry error rate begins to climb beyond one or two percent, then the PI and
study staff may need to visually validate every questionnaire and correct the dataset Depending
upon the sample s1ze and number of questions on the questionnaire(s), 1t may actually require
less time and effort to double-key validate 1n the first place

Finally, 1n the past, software packages have handled missing data differently SPSS, for example,
previously required that missing data be coded and keyed with a user-defined value such as 99,
999, 999, etc , while Ep1-Info and SAS allowed missings to be coded as a period (“ ) With SAS,
moreover, the missing data symbol (“ ) can be combined with a letter to distinguish why the
data were considered missing, so that “ a” might mean that the interviewer forgot to ask the
question, while “ b” might mean that the patient refused to answer the question Using periods to
represent missing data 1s now acceptable in SPSS and most other statistical software and 1s the
best method to use when entering data

Epi-Info files (* ges) are available from Ipas or the DATAPAC website (www datapac ipas org) to
use to enter data collected with the DATAPAC questionnaires

6 1 3 Data cleaning

Reviewing the Code Book, visually checking the questionnaires, and double-keying the data are
actually parts of the “data cleaning” process After spending a considerable amount of time and
money training mterviewers and collecting data, insuring that the responses were correctly coded
and entered 1s very important

The next step to making sure the data are as clean as possible 1s to try to determune 1f the data
“make sense” Are the responses to the questions within the expected range? For example,

patients requirng PAC services must be of reproductive age, which for most women falls
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between the ages of 15 and 45 If the dataset contains records where women 1n the study are aged
9 or 92, there 1s most likely an error that must be corrected Perhaps this 1s a stmple keying error,
where a review of the questionnaires shows that the woman supposedly aged 9 1s really 19, and
the woman reported aged 92 1s actually 29 years old However, sometimes nonsensical responses
are recorded on the questionnaire itself, and the data were keyed precisely as recorded on the
questionnaire Ths 1s another situation where there 1s no definitively correct answer The PI and
study staff may try to determune the correct answer from another source, accept the answer as 1,
or chose to 1gnore those particular responses during analysis, known as “excluding outliers” It 1s
also very important to remember that an apparently nonsensical response may actually be correct
For example, although rare, women occasionally have been pregnant 15 or more times
Identifying cases where there are unexpected answers such as outliers 1s usually accomplished by
using statistical software to compute descriptive statistics such as a mean, median, mode, range,
standard deviation, quartile and frequency distribution for each question coded continuously (1 e
age, years of education, pain on a 1-10 scale, annual income, etc ), and frequency distributions
for dichotomous and categorical questions (1 e marital status, ever/never contraceptive use,
employment status, etc )

The next 1ssue the PI should address when cleaning the dataset 1s internal consistency Internal
mconsistencies arise when the response to one question contradicts the answer to another An
example would be when, according to the questionnatre or dataset, a woman says that she
“never” used contraception 1n one questton, but answers 1n another question that she and her
partner were using condoms when she got pregnant Agam, the PI and study staff may try to
determune the correct answer from another source, accept the mconsistency as 1s, or chose to
exclude those particular responses during analysis Epi-Info has a feature to check for mternal
consistency as well as with-1n range values as the data are keyed Epi-Info files (* chk) for the
DATAPAC Core Questionnaire Series are available from Ipas with some pre-programmed data
checks, although these “check”-files may need to be modified depending upon the study design

Finally, a simple yet often overlooked facet of good data management 1s keeping back-up copies
of the dataset The best method 1s to have multiple copies 1n separate locations (perhaps one
diskette at the PI’s office and one at her or lus home) However, in order to protect study
participant confidentiality, if the dataset contains any personal identification data (names,
addresses, telephone numbers, etc ), then all copies of the dataset as well as the questionnaires
should be stored 1n a locked and secure location under the supervision of the PI Except in the
cases of follow-up studies, 1t 1s usually unnecessary to enter personal identifiers 1nto the dataset

6 2 Data Analysis

The spread of statistics software packages has rendered statistical analysis accessible to anyone
with a personal computer However, while user-friendly software has made computing a Mantel-
Haensel X2, Pearson’s r, or regression coefficient seductively easy, statistical software cannot
help a researcher interpret the results or decide whether the statistical test used 1s appropriate 1n
the first place Data analysis can be a complex and confusing process and any but the most
rudimentary discussion 1s beyond the scope of this guide 12 14 Unless the PI has had training 1n
statistics, a biostatistician should be consulted both when designing the study and during
analysis

Many researchers may be comfortable with computing and interpreting simple averages,
frequencies, and other descriptive statistics Common descriptive statistics include
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1 means or averages, such as the mean age or the mean uterme size of women
presenting for PAC services,

2 percentages, such as 30% of women requiring PAC services reported having “ever
used” a contraceptive,

3 range, such as the time required to perform sharp curettage procedures ranged from 4
to 1 3 hours

Other descriptive statistics may be less familiar to researchers, mcluding
1 other measures of central tendency, such as median and mode,
2 percentiles, mcluding quartiles,
3 measures of data dispersion such as standard deviation, variance, standard error of
the mean, confidence intervals, and,
4 measures of data distribution, which includes kurtosts and skewness

Descriptive statistics help the researcher understand the characteristics of single vanables such as
age, ever use of contraceptives, or marital status Also, by computing cross-tabulations, a
researcher can investigate the distribution of one categorical variable by another variable, such as
marital status by method of treating incomplete abortion The next step in the analysis of data
mvolves inferential statistics, where the researcher seeks to test theories or make conclusions
about a population based on data collected from a sample of that population Inferential statistics
often mnvolve computations such as t-tests and ANOVAs, Xz, correlation coefficients, and
regression analyses In PAC OR, inferential statistics would be used when the intention of the
study 1s to measure a statistical difference between groups, such as difference 1n uterine size
between women treated for incomplete abortion with SC versus MVA Another use of inferential
statistics would be to investigate factors that influence an outcome of interest, such as predictors
of contraceptive acceptance after treatment of mcomplete abortion or predictors for high levels of
pain reported during treatment

Again, the ease with which researchers can perform statistical testing with the aid of computers
software has led to a flood of substandard statistical analyses Common errors include reporting
every “sigmficant” finding whether or not the results are reasonable or can be explamned by other
factors, using an incorrect test for the intended result, and incorrectly interpreting the output from
a statistical analysis While occasional errors are unavoidable regardless of tramning and
experience, the following rules can help reduce errors during statistical analysis

1 Consult a biostatistician both during study design and analysis 1f needed,

2 Determine the statistical tests needed when designing the study,

3 Make sure the results are logical and can be explained when compared with other
reported findings or conventional wisdom

For example, if a statistical test 1s “significant”, consider other factors which may explain the
result The PI should try to ascertain whether there 1s confounding, which occurs when another
variable 1s influencing the result of a particular test An example would include a study where
women recerving MVA reported higher pain scores than women recerving SC, leading a PI to
conclude that MVA 1s a more painful procedure A deeper investigation might show that women
recerving SC were also given more analgesia Therefore, the correct inference 1n this fictional
study might not be that SC causes less pain, but that the women treated with MVA were given
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less pain medication After going to great lengths to carefully design and implement the study,
careful attention during data analysis will ensure that the results accurately reflect the data

7. DISSEMINATION

Often 1gnored when designing and conducting any type of research, disseminating results to key
audiences 1s critical in order for the results to lead to informed policy and programmatic
decisions Therefore, do not neglect to budget for dissemation activities (printing of final
reports, registration and travel to conferences and presentations, reprints of published journal
articles, etc ) when designing a study Ideally, the lessons learned during the project will facilitate
improvements at PAC treatment centers beyond the site or sites where the study was conducted
In order to maximize the impact of each study on PAC treatment, researchers should determine
the primary audience of the study results while designing the study

The first step i dissermnating the findings 1s to present the results to the staff at the study site or
sites Ideally, the findings should result 1n improvements at the sites where the study was
conducted Also, having immediate access to the results at the study site 1s an important reward
for hard work

Several other venues may be excellent for disseminating results Bear 1n mind that there may be a
need to re-design the presentation depending on the audience For a 10-minute presentation to the
Minister of Health, considering forgoing a lengthy description of the study design and statistical
analysis and 1nstead focus on a few key points 1llustrated by figures and tables In contrast, at a
regional conference attended by fellow researchers, the audience may be as interested 1n the study
methods as the results While the possible outlets for dissemination of the study results will vary
from country to country, the following suggestions may prove useful depending upon the nature
of the study

¢ Reports to source of study funding Most funding for PAC OR studies today comes from
outside sources such as unilateral funding agencies (USAID, DFID, etc ) or private
foundations The PI1s usually responsible for reporting study progress and results to the
source of funding

o Mimstry of Health (MOH) If the study sites were part of the public sector, then 1t 15
especially important to provide results to the MOH and other relevant government agencies

e Hospital or chimie staff Once the results have been reported to those providing funds for the
study, presenting results to the hospital staff 1s 1deally the first step researchers should take to
make the results more widely known

o Staff from other hospitals It may be possible to arrange a presentation that can be attended
by providers 1n the same area as the study site or sites

e Local meetings Do not limit dissemination to health professionals Presentations to local
women’s groups and educational or political forums may help generate 1nterest 10 improving
delivery of services for PAC patients

o Conferences National, regional, and/or international conferences provide an outlet for
presentation of results 1n a timely fashion The PI may be able to present “interim” results 1f
patient recrurtment has not ended, such as when only baseline data have been collected 1n a
pre-post intervention study Finally, conferences often have roundtable discussions, where
presenters can interact with the audience to get more feedback on the study
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e Professional publications National, regional, and/or international journals provide a forum
simiular to conferences, only potentially larger If submutted to peer-reviewed or refereed
journals, researchers will benefit by receiving feedback from fellow experts Journal
publications have the added benefit of being referenced 1n databases such as MedLine and
PopLine, so that researchers can find the report electronically The impact of much PAC OR
has been limited because the results have been imited to “Final Reports” which are normally
distributed but to a relatively small number of people However, a drawback to professional
publications 1s that there are often long queues, so that the time from submission to
acceptance to publication can often take well over one year'

¢ Newsletters, bulletins, and press releases These are usually brief, focusing on one or two
main outcomes, and can be produced mexpensively and quickly

e Electrome distribution Increasingly, results from studies can be “published” by “listservs”,
which send periodic e-mails to registered people who have expressed an 1nterest 1n subjects
like international health, reproductive health, OR, or PAC A wider audience still can be
reached via posting results at a website on the Worldwide Web (WWW) Websites that may
be 1nterested 1n posting a brief summary of the findings include Ipas’s website dedicated to
DATAPAC projects (http //datapac 1pas org) and the Population Council’s OR/Technical
Assistance site (http //www popcounctl org), and the hist 1s growing daily

No single avenue for dissemination 1s complete and each has advantages and disadvantages
Therefore, when designing the study, plan and budget for several different dissemination
activities Aside from self-publication and attending conferences, dissemination 1s relatively
mexpensive compared to other research activities, but nevertheless requires careful plannming and
considerable time and effort on the part of the PI and research staff

Good Iuck'! We wish you success 1n desigmng and carrying out

your study and welcome comments, questions, and suggestions DATAPAC Coordinator
about this manual or the study 1tself Finally, 1f you conduct Ipas
PAC OR, we sincerely hope that you will submit copies of your P O Box 999
results and questionnaires to DATAPAC to be included 1n the Carrboro, NC 27510-0999 USA
DATAPAC Database Submutting your work to DATAPAC not Tel  (919) 967-7052
only increases your audience, but also provides valuable tools to Fax  (919) 929-0258
other PAC OR researchers Address all correspondence to datapac @1pas org

or visit our website at

http //datapac 1pas org
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GENERAL INFORMATION QUESTIONNAIRE
DATAPAC Module 1 o

The DATAPAC General Information Questionnaire (GIQ) serves as the backbone for all other
DATAPAC Core Questionnaire Modules The GIQ collects basic information on the study site and
information needed to individually 1dentify each participant The GIQ is intended for use with other
DATAPAC Core Questionnarres, including for example the Patient Exit Interview, Observation of
Climical Services Guide, and the Cost and Resource Use Guide

General Instructions

! Partiapant Selection Checkhist Written informed consent Be sure to
complete the checklist and informed consent form before beginning data
collection You should have a signed informed consent form on file for
every participant 1n your study, including patients, providers, and
administrators when appropnate It the person 1s illiterate, then you
should have them mark the signature line with an “X” When a person 1s
unable to give informed written consent, such as when they are too
medicated or otherwise incapacitated, do not include them 1n your study
You should also offer to give a copy of the informed consent form to the
participant

Ask every question 1n the order in which they appear

Do not discuss a participant’s answers with anyone other than the study
staff

Use ball point pen when making corrections Strike through incorrect
answer, make the correction and mmtial (see example below)

Most data should be available from the patient’s record or other written
records

We assume that most hospitals record dates in the form of
date/month/year This clearly varies by country If you do record dates in

the month/date/year format, the accompanying Epi-Info file (giq rec) will
need to be modified (1f used)

o V-

- [

Example. How to correct or make changes to answers

Oniginal response Onginal response with correction
Marital status Marital status \L
1 Married EG 1 Mamed 1 =
2 Cohabitating, “In union” 02 |2 Cohabitating, “In union” o
3 Single 03 |3 Single EG/
4 Drvorced 04 |4 Divorced 04
5 Widowed 05 |5 Widowed 05




Special Instructions for Site Information Section

Thus section should be completed before recruiting a participant in your study

Question 1 Pre- and post-intervention studies Answer this question only 1f your study mvolves
an 1ntervention such as mtroduction of MVA, traimng 1n contraceptive counseling techmques,
integration of PAC services, etc

Question 2 Site Identification Number If you have more than one site in your study, you will
need a site 1dentification code

Questions 3 & 4 Data Collector Code and Site Coordinator Code We recommend that each
Data Collector and Site Coordinator be assigned a code and have their codes entered on the
form 1n place of therr names The Supervisor Code refers to the person who 1s responsible for
reviewing the Data Collector’s work

Special Instructions for Participant Information Section

It 1s likely that most of this information will come from a patient chart or other written records
Question 10 Data recorded on this form obtaned from Indicate the source of the data —
chart, patient, provider (physician, nurse, midwife, etc ), other (friends or family members,
other hospital staff) We anticipate that most data will be found on a patient chart or other
written record, but this may not always be the case

Question 11 Current Date This 1s the date that the Data Collector begins filling out the form
In some studies, such as a retrospective case record review, this date may not correspond with
the date the patient registered 1n the hospital

Question 14 Study Participant ID Code The key here 1s to make sure that you have a umque
1dentification number for each participant in your study Also, with a pre- and post-intervention
study design, make sure the Patient ID Code umiquely 1dentifies whether the patient participated
1 the pre-intervention (baseline) of post-intervention (follow-up) phase of data collection For
example, 1n the baseline phase, you may want to assign each Patient ID Code beginning with a
“100”, so that the first patient would be 1001, the second 1002, etc Simularly, the patients 1n
the follow-up phase could be 2001, 2002, 2003, and so forth

Question 15 Hospital Record Number Many hospitals track patients with chart record
numbers, log book numbers, registration numbers, etc If applicable, be sure to record this code
m order to facthitate linking your questionnaire to a patient record, or to link patient records 1n a
follow-up study
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GENERAL INFORMATION QUESTIONNAIRE

DATAPAC MODULE 1
«, %v 2 %3 i 332 K Ty “5 ) ws Ed 7’5
el U D Patient'Selection Checklist (U 0 id faaddh
v 1f the answer 1s
The patient... YES
Requires emergency treatment for complications arising from 0
spontaneous abortion or induced abortion performed outside of the
study site Complications may include incomplete abortion, sepsis,
lacerations, uterine perforations, and other related injuries
Read (or been read) Informed Consent statement and has signed O
the form below

If both boxes have been checked off, then you may proceed
with data collection!

AL Informed Consent Statement for Patiénts ..~y T,

Hello, my name 1s [name of Data Collector], and 1 order to improve the quality of services in this hospital,
we are observing the care patients receive If you agree to participate, we may observe the care you receve,

review your records, and/or we may ask you a few questions about your medical history and treatment while
1 the hospital

Any answers you give are completely CONFIDENTIAL, meaning that no one other than the study staff wall
be able to see your answers, and your name or address will NEVER be associated with our observations or
any answer you give You have every nght to refuse to participate i the study Even if you do agree to be

the study, you may ask to stop participating at any time Whether or not you are in the study will not affect
your treatment

If you agree to participate 1 this study, please sign below

Signature of participant Date (dd/mm/yyyy)

Witness (usually Data Collector)

If you have any questions about this study later, please contact [Principal Investigator’s name and
telephone number and/or address]




GENERAL INFORMATION QUESTIONNAIRE
DATAPAC MODULE 1

Instructions for Form

1 Answer each question
2 Make all marks with a “ball point” pen, and strike through and 1mtial
all corrections or changes

Remember to get an Informed Consent Form!

DATAPAC General Information Questionnaire Module 1

SITE INFORMATION
1 For pre and post intervention studies
This questionnaire 1s part of the

1  Pre-mtervention (baseline) phase 01
2  Post-mtervention (follow-up) phase 02

2 For multi-site studies SiteID Number __

3 Data Collectorcode ____

4 Supervisorcode ___

5 Country

6 State, Province, or Region

7 City

8 Facility Name

5 WHO Center Classification <##>
1 Prmary Health Center 01
2 Furst referral Center (Dastrict Hospatal) 02
3  Secondary Level Hospital 03
4  Tertiary Hospital 04
5  Other (specify ) 0s
6 Not apphicable 06

10 Facility Sector Type
1 MOH/Government 01
2 Social Security 02
3 Non-governmental Organization 03
4 Missionary Hospital 04
5  Prvate Hospital us
6 Chnc 06
7  Pnvate Practice or Chme a7
8  Other (please specify) 08




DATAPAC General Information Questionnaire: Module 1

PARTICIPANT INFORMATION

11 | Datarecorded on this form obtamned from (check all that apply) <#>

1  Patient record or chart 01
2 Patient interview 02
3 Provider mterview 03
4  Other source (specify ) 04

12 | Current Date / / (dd/mm/yyyy)

13 | Date of hospital registration / / (dd/mm/yyyy)

14 | Date of hospital discharge / / (dd/mm/yyyy)

15 | Study Participant ID Code

16 | Hospital Record Number

17 | Participants date of barth / / (dd/mm/yyyy)

18 | Participants age

Form completed
0 Yes
aN Date / / (dd/mm/yyyy) Time (24 hour time)
o
Reviewed by

Print name Signature
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What is DATAPAC?

The DATAPAC Guide to Using the Chmcal Case Report Form for Postabortion Care Patients 15
part of the DATAPAC Core Questionnaire Series, a set of questionnaires and instruction guides
that provide an overview on how to design and conduct quantitative postabortion care (PAC)
operation research (OR) studies The DATAPAC Core Questionnaire Series 1s 1n modular form
and currently includes

Module 1

Module 2

Module 3

Module 4

Module 5

Module 6

GUIDE TO USING THE DATAPAC CORE QUESTIONNAIRE SERIES FOR
POSTABORTION CARE OPERATIONS RESEARCH A general gmide for designing and
mplementing PAC OR

GUIDE TO USING THE GENERAL INFORMATION QUESTIONNAIRE FOR
POSTABORTION CARE PATIENTS A brnief questionnaire designed to umquely 1dentify
study participants and sites

GUIDE TO USING THE CLINICAL CASE REPORT FORM FOR POSTABORTION CARE

PATIENTS A questionnatre for documenting the chnical presentation of PAC patients
and their course of treatment as recorded mn patient charts and other records

GUIDE TO ASSESSING RESOURCE USE IN THE PROVISION OF POSTABORTION
CARE A senes of questionnaires designed to document resource use and cost of
providing PAC services

GUIDE TO USING THE POSTABORTION CARE PATIENT EXIT INTERVIEW A
questionnaire for assessing the quality of PAC services from the patient’s perspective,
mcluding measures of pamn and understanding of PAC counseling messages

GUIDE TO USING THE OBSERVATION OF POSTABORTION CARE SERVICES
QUESTIONNAIRE An observation checklist for assessing the quality of PAC clinical
practice including 1ssues such as mfection control, pain management, and mformation
given to patients

GUIDE TO USING THE POSTABORTION CARE SUPPLIES & EQUIPMENT CHECKLIST
An inventory of supplies and equipment necessary for providing PAC services

The DATAPAC Core Questionnaire Series 1s designed to be a guide for rapidly assessing the
quality and cost-effectiveness of PAC services These imstruments and guides are quantitative mn
design and do not address qualitative research methodologies such as open-ended interviews or
focus groups The General Information Questionnaire (Module 1) 1s the backbone of the series,
collecting general information designed to umiquely 1dentify study participants and sites It 1s
intended for use with all PAC OR studies that are designed based on this series For example, we
recommend that a researcher designing a PAC “Cost Study” consult both the Guzde to Assessing
Resource Use n the Provision of Postabortion Care (Module 3) as well as the Guide to Using
the DataPAC Core Questionnaire Series For Postabortion Care Operations Research (Module

1)

The instruments included 1n the DATAPAC Core
Questionnaire Series are meant to serve as templates and may
need to be modified for each study to reflect differences
treatment practices and study sites In addition to the PO Box 999
DATAPAC Core Questionnaire Series, DATAPAC also
includes an electronic database of data from PAC OR studies | 919 967 7052 (International)
and a hbrary of supporting documentation such as protocols 800 334 8446 (US only)

For more information, please
contact

DATAPAC Coordinator
Ipas

Carrboro, NC 27510-0999 USA

919929 0258 (fax)
datapac@pas org

oOF visit our website at

datapac.inas.ore




and reports These resources are free to anyone interested in PAC OR Please contact Ipas for
more 1nformation or to make contributions to DATAPAC




Overview

The DATAPAC Guide to Using the Chimical Case Report Form for Postabortion Care Patients
(Module 2) should be used to gather data from primanly from written hospital records such as
medical charts Information may also be extracted from Log Books from Registration,
Obstetrics/Gynecology Ward, Operating Theater, Emergency Room, and/or the Family Planming
Chinic This questionnaire 1s part of the DATAPAC Core Questionnaire Series, a set of
questionnarres and nstruction guides mtended to provide an overview on how to design and
conduct quantitative operations research (OR) studies on postabortion care (PAC) For more
mnformation on DATAPAC or on designing and conducting PAC OR studies, please see the Guide
to Using the DataPAC Core Questionnaire Series for Postabortion Care Operations Research

(Module 1)

General Instructions for Completing Case Report Form

! Informed Consent Form: You should have a signed Informed Consent Form on file for
every participant in your study The forms should be locked and accessible only to research
staff Those patients unable to give imnformed written consent, such as when they are too
medicated, 1 too much pain or discomfort, or otherwise incapacitated, should not be
mcluded 1n the study You should also offer to give a copy of the form to each participant
The Guide to Using the DataPAC Core Questionnaire Series for Postabortion Care
Operations Research (King et al, 1998) provides an example of an informed consent form,
and copies of these forms can be obtained from Ipas

! Participant Selection Checkhst Be sure to complete the checklist and informed consent

form before beginning data collection

Only place Patient’s Study ID Code on the form 1f you will need to link data from this

questionnaire to data from other data collection instruments This can best be accomplished,

for example, by using the DATAPAC General Information Questionnaire Module 1 (GIQ),
and then using the Panient Study ID Code from the GIQ to link to other questionnaires such

as the DATAPAC Postabortion Care Patient Exit Interview Module 4 The Patient Study ID

Code 1s a umque number for each participating patient and 1s assigned by the study staff

Do not discuss the data with anyone other than the study staff’

! Use a ballpoint pen when making corrections Strike through incorrect answer, make the
correction and initial (see example below)

o~

o

Example How to correct or make changes to answers

Orniginal response Onginal response with correction

Mantal status Marital status

1 Married n/ 1 Marred ot L
2 Cohabitatung, “In umon” O 2  Cohabitating, “In union” O

3 Smngle O 3 Simngle B/
4 Davorced O 4 Davorced 00

5 Widowed 0 5 Widowed ]

0



Clinical Case Report Form for
Postabortion Care Patients

DATAPAC Module 2

. fs: A gvaa wsg P 3 ‘z‘ﬁﬁéi;f‘zi # gl iy i;‘ « Patient:Selection Checklist ..  +.. [ n o w1 2”’; b 2_?3_;:’_“_
v if the answer 1s

The patient .. YES
Requires emergency treatment for complications arising from O
spontaneous abortion or abortion that was induced outside of the
study site Complications may include incomplete abortion, sepsis,
lacerations, utenine perforations, and other related mnjuries
Has read, or been read, and has signed the /nformed Consent Form O

Jfor Patients

Only if both boxes have been checked, then you may proceed
with data collection!

Instructions

1 All data should come from the patient’s chart, log books, and other written
records

2 Attempt to answer each question, except those questions indicated by the
“skip” patterns

3 Make all marks with a “ball point” pen, and strike through and 1mitial all
corrections or changes

4 Please refer to mstructions above or the Guide to Using the DataPAC Core
Questionnaire Series for Postabortion Care Operations Research
(Module 1) 1f you have any questions

Remember to complete the Informed Consent Form!

,10



DATAPAC Chnical Case Record Form (Module2)

Date of Form Completion Y S S
ddimmt
O Not recorded
Patient’s Chart NumberID Code ___ = =
Patient’s StudyIDCode ___ = =
Was the patient asked to give her written informed consent before receiving | CYes
medical treatment? [No
0 Patient unable

to give informed
consent

0 Not recorded
Patient’s Age -
Date of Admssion Y AN S
ddimmiyyyy
J Not recorded
Time of Admission
(24 hour time)
00 Not recorded
Primary staff member who evalnated woman at time of presentation 01
1  Obstetrician/Gynecologist (OB/GYN) 02
2 General Physician 03
3 Resident Physician or Resident OB/GYN 04
4  Medical Intern a5
5  Nurse or Nurse Midwife 06
6 Nursing assistant a7
7 Mudwife (tramned or untramned) 08
8 Receptionust, Secretary, Custodian, etc -9
9  Other (please specify) 0 Not recorded
Date of last menstrual period Y A AR
ddimmfyyyy
U Not recorded
How was pregnancy confirmed? (Check all that apply) ¥ all that apply
1 History of LMP -l
2 History of symptoms (2
3  Pelvic exammnation L3
4 Urmary HCG 04
5 Serum HCG 05
6 Ultrasound 0eé
7 Not confirmed a7

{1 Not recorded

How many previous pregnancies (excluding current pregnancy)

<#H>

How many children delivered hive <#>
How many children dehvered stillborn <#H>
How many previous spontaneous abortions (excluding current pregnancy) <tH>
How many previous induced abortions (excluding current pregnancy) <#f>




DATAPAC Chnical Case Record Form (Module2)

Abortion Status at Time of Presentation 01
1 Complete abortion (No products of conception remaining) L2
2 Threatened abortion (Continued pregnancy that 1s bleeding) 03
3 Inevitable abortion 04
4 Nonwviable pregnancy O Not recorded
Woman’s Condition at Time of Arrival 01
1 Good L2
2  Far/Stable 03
3 Poor 04
4  Crucal (shock) as
5 Dead on Ammival (0 Not recorded
Bleeding 01
1 None 02
2 Mild, <250 ml 03
3 Moderate (250 — 499 ml) 04
4 Severe (>500 mi) 0 Not recorded
Number of Units of Blood Transfused ——
O None
O Not recorded
Patient’s Temperature ____°C
1 Not recorded
Vaginal Discharge 01
1 None 02
2 Clear 03
3  Serosangwnous 04
4  Purulent 05
5 Could not determine, obscured by blood O Not recorded
Foreign Body Penetration mdicate ghest level of intrusion a1
1 None evident 02
2 Invagma 03
3 Incervix 04
4 Inuterus 05
5 In abdomen 0 Not recorded
Abdomen 01
1 Soft, nontender 02
2 Soft, tender 03
3 Firm, tender 04
4 Acute abdomen (Tender, rigid, rebound, guarding) O Not recorded
Number pelvic exams during this hospitahzation <#Hf>
Uterus (By palpation) a1
1 Normal 2
2 Gravid 03
3 Boggy 04
4 Firm 05
5 Prolapsed 0 Not recorded




DATAPAC Chnical Case Record Form (Module2)

Estimated uterie size (weeks) based on bimanual exam?

0 Not recorded
Estimated uterine size (cm) based on bimanual exam? —
O Not recorded
Method of Uterine Size Assessment 01
1 Fundal height by abdominal examination (2
2 Bimanual uterine palpation 3
3 Uterne sound 4
4 Ultrasound 05
5 _ Other (please describe) O Not recorded
Uterine Perforation 01
1 None (2
2 Suspected by history or chimcal examination 03
3 Present by chimcal examination 04
4 Present on radiological examination 05
5 Present during surgery 0 Not recorded
Cervix 01
1 Closed 2
2 Open 03
3 Not exarmined 04
4 Not recorded 0O Not recorded
Cervical Trauma v all that apply
1 None g;
2 TImtation
3 Muld Laceration(s) 03
4 Severe Laceration(s) 04
5 Chemical Burn(s) 05
O Not recorded
Other Symptoms ¥ all that apply
1 Dehydration S;
2 Poisoning
3 Chemcal burns to throat L3
4  Abdomunal lacerations or contusions o4
5 Pubss or rib fracture(s) 05
6 Vagmal lacerations or burns 06
7 Urethral damage 07
8 Bladder trauma 08
9 Intestinal perforation 09
10 Other (please specify) 010
0O Not recorded
Chmical History Taken? (If NO skip to Question ##) OYes
ONo
[J Not recorded
Did woman give history of
Hemorrhage prior to presentation UYes
ONo
O Not recorded
Fever prior to presentation UYes
ONo
0 Not recorded

Y



DATAPAC Chnical Case Record Form (Module2)

Vaginal discharge prior to presentation OYes
ONo
O Not recorded
Vomuting prior to presentation OYes
(No
0 Not recorded
Passage of clots > 8cm OYes
ONo
J Not recorded
Intense pain? OYes
No
O Not recorded
Dizziness? OYes
ONo
00 Not recorded
Loss of consciousness? UYes
ONo
O Not recorded
Number of days prior to presentation abortion occurred by history from ##
woman or the person who accompanied her
Number of days woman has been symptomatic ##
Did woman seek care elsewhere prior to conung here? <Y> If no, skip to OYes
question ONo
0 Not recorded
If yes, continue below

For each condition below, please check appropriate response

Condition Yes No mNo‘r’;e 4 | Notes
Bleeding disorder O 0 O
Anesthetic comphcations a O O
Drug allergy a O g
Current anemia O d O
Diabetes mellitus O g O
Heart disease O O ]
Pulmonary disease a O a
Seizures il O O
Steroid use O g a
Alcohol abuse ] O O
Drug abuse a O W]
HIV/AIDS O O O
Other current RTI O ] O

For each below, circle the appropriate response

Upon Examination, was woman found to have any underlying medical condition of

10



DATAPAC Chinieal Case Record Form (Module2)

Condition Yes No recl;‘r";e 4 | Notes
Resprratory system 0 O 0
Cardiovascular system a O a
Abdomen o O O
Vagma O 0 O
Cervix O O O
Uterine size O g O
Anatomy
Position

Last the results of the following laboratory exammnations

Test Results Not
recorded
Hemoglobin 0
Hematocrit O
RH factor 0
Urnary Pregnancy Test C
Chlamydia 0
Gonorrhea 0
Syphihis g
HIV |
Bacterial Vaginosis O
Other reproductive tract C
infection (please specify)
Was treatment for ncomplete abortion required or performed? DYes
ONo (skip to #)
CONot recorded

11
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DATAPAC Chnical Case Record Form (Module2)

Primary procedure(s) performed (Check all that apply) v all that apply
1 None, woman sent away or left prior to procedure b1
2 Observation only (2
3  Observation and examnation only 03
4  Reparr of lacerations or other trauma 04
5 Flwd replacement os
6 Antibiotics a6
7  Transfusion a7
8 MVA 08
9 EVA 09
10 D&C 010
11 MVA or EVA plus D&C 011
12 Hysterotomy 012
13 Laparotomy for uterine exploration or reparations 013
14 Hysterectomy 014
15 Other (please specify) 015
O Not recorded
Type of staff member performing the treatment of incomplete abortion ¥ all that apply
procedure? o1
1  Obstetrician/Gynecologist Specialist or Consultant 002
2  Obstetrician/Gynecologist 03
3 General Physician 04
4  Nurse Midwife 05
5 Nurse 06
6  Nursing Assistant 07
7  Tramed Midwife 08
8  Untrained Midwife 0o
9 Tramned TBA or LHV 010
10 Untramned TBA or LHV o11
11 Other (please specify) O Not recorded
Medication grid
Was cervical dilation required? If NO, skip to Question ## OYes
ONo (skip to #)
ONot recorded
Type of dilation
1 Rugd
2 Laminana
12




DATAPAC Chmcal Case Record Form (Module2)

Primary procedure(s) performed (Check all that apply)
16 None, woman sent away or left prior to procedure

v all that apply
01

17 Observation only 02

18 Observation and examination only 03

19 Reparr of lacerations or other trauma D4

20 Fluid replacement 05

21 Antibiotics a6

22 Transfusion a7

23 MVA 08

24 EVA 09

25 D&C o010

26 MVA or EVA plus D&C 011

27 Hysterotomy 012

28 Laparotomy for uterine exploration or reparations 013

29 Hysterectomy 014

30 Other (please specify) 015
O Not recorded

What time did the primary procedure(s) begmn? ____amorpm
(24 hour time)
O Not recorded

Where was the primary procedure(s) performed? 01

1 Emergency room/department standard treatment room 2

2 Emergency department obstetric treatment room L3

3 Emergency department gynecology treatment room D4

4  Emergency department abortion treatment room 05

5 Labor/birthing room 06

6 Gynecology ward a7

7  Operating room or theater 08

8 Other (please specify) O Not recorded

Was anesthesiologist present during prunary procedure <Y>

How was abortion completion confirmed ¥ all that apply

1 Concurrent hysterectomy performed g;

2  Uterus contracted

3 Post evacuation curettage 03

4 POC/ussue seen 04

5  Ultrasound 05

6 Other (please specify) a6
O Not recorded

Date when primary procedure(s) complete / [l

ddimmlyyyy

O Not recorded

Time when primary procedure(s) complete — _ ____amorpm
(24 hour time)

Where was woman sent to recover? 01

1 Left in treatment room 2

2 Gyne ward 03

3 Post partum area 04

4 Labor area 05

5 Wating room 06

6 Designated recovery area a7

7 _ Sent home O Not recorded

13



DATAPAC Chnical Case Record Form (Module2)
During recovery, what were vital signs?
Temperature U Not recorded
Blood pressure 0 Not recorded
Heart rate O Not recorded
Respiratory rate O Not recorded
Did any post-procedure comphications develop after treatment but before UYes
discharge? If NO, skip to Question ONo (skip to #)
ONot recorded
If YES, check all that apply v all that apply
1  Dehydration/insufficient flud replacement o1
2 Apemua/msufficient blood replacement 002
3 Complications of anesthesia (please specify) 03
4  Adverse drug reaction (please specify) 04
5 Fever o5
6 ***Bacteremua/sepsis 06
7  Pneumomia 07
8  Urnmnary tract infection 08
9  Cervicitis 09
10 Endometritis 010
11 Vagmal or perineal laceration 1
12 Endocervical laceration 012
13 Exocervical laceration 013
14 Bladder perforation/urinary mcontinence
Oi4
15 Uterme perforation
015
16 Peritonmtis 16
17 Retamed POC
18 Ongoing or ruptured ectopic pregnancy 17
19 Hemorrhage 018
20 ***Septic shock 019
21 Other (please specify) 020
O Not recorded
Condition at discharge o1
1 Good - Fully recovered 02
2 Fair — Afebrile, no bleeding/discharge, weak 03
3  Stable — Laght discharge or bleeding, weak 04
4  Poor —Febrile, moderate discharge or bleeding 05
5 Dead O Not recorded
Was woman given post discharge follow-up appomtment? If NO, skip to OYes
Question ## ONo (Sklp fo #)
ONot recorded
If yes, on what date was the follow-up date scheduled? / /
ddimmiyyyy
O Not recorded




DATAPAC Chnical Case Record Form (Module2)

Discharge istructions gaven (Check all that apply) v all that apply

1 None C1

2 How to use medications or change dressings 02

3 Information on return of fertihty 3

4  Signs of infection/complications 04

5 Where or when to seek additional care 05

6 When to resume normal activities 06

7  When to resume sexual activity o7

8 Famuly planming o8
0 Not recorded

To what other chimc(s) was the patient referred® (Check all that apply) ¥ all that apply

1 None 0l

2  Famuly Planning 02

3 MCH 03

4 Infertility 04

5 RTI/HIV/AIDS 0s

6 Antenatal 06

7 Post partum a7

8 Cancer/PAP 08

9 Primary health care 09

10 Mental Health 010

11 Social services a11

12 Other (please specify) 012
O Not recorded

Date of patient’s discharge o

ddimmiyyyy

O Not recorded

Time of patient’s discharge

FOLLOW-UP VISIT TO FACILITY
(If no follow up visit, then CRF 15 complete)

Did woman return for additional postabortion care services following [Yes

discharge? (If NO then Case Record Form 1s complete) [INo (CRF complete)
[ONot recorded

Was the return visit scheduled or unscheduled? OScheduled
OUnscheduled
ONot recorded

For what type of care did the patient return? (Check all that apply) D‘l/ all that apply

1 Post procedure check-up (no sigmficant complications) (skip to question ) o

2 Complications 1B

3 Contraceptive counseling (skip to question ) o4

4  Other (please specify)

[0 Not recorded

15
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DATAPAC Chimcal Case Record Form (Module2)

Primary staff member evaluating woman at follow-up visit was® o1
1  Obstetrician/Gynecologist Specialist or Consultant Bg
2 Obstetnician/Gynecologist 04
3 General physician
4  Nurse midwife L5
5 Nurse 6
6 Nursing assistant a7
7  Tramed midwife 08
8 Untramned mudwife 09
9 Tramed TBA or LHV 010
10 Untrained TBA or LHV 011
11 Other (please specify) 0 Not recorded
Abortion comphcations discovered at scheduled follow-up visit (Check ail ¥ all that apply
that apply) 01
02
1 None m
2 Bleedng 04
3 Pam
4  Fever 0s
5 Dascharge 06
6 Infection of sutures a7
7 Dehisence 08
8 Retamed POC 09
9 Continmng pregnancy 010
10 Ectopic pregnancy 011
11 Adverse expentence with medication 012
12 Other (please specify) O Not recorded
Did record indicate symptoms where related to origmal postabortion UYes
procedure” ONo
CONot recorded
Procedure(s) performed at the scheduled follow-up visit (Check all that ¥ all that apply
apply) 01
1 None gg
2 History 04
3  Chnical examination, excluding pelvic
4 Climcal examination, including pelvic 05
5 Laboratory studies 06
6 Radiological studies a7
7 Repeat MVA 08
8 D&C 09
9  Laparoscopy 010
10 Laparotomy o111
11 Other (please specify) 0 Not recorded
That treatments were given at the time of follow-up visit? (Check all that ¥ all that apply
apply) bl
1 None b2
03
2  Contraceptive provision 04
3  Pamn medication
4  Antibiofics 05
5 Intravenous flud replacement 06
6  Transfusion 07
7  Other (please specify) O Not recorded

16
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DATAPAC Climical Case Record Form (Module2)

Condition at discharge from follow-up visit ol
1 Good - Fully recovered [ng'
2 Far - Afebrile, no bleeding/discharge, weak o
3 Stable — Light discharge or bleeding, weak
4  Poor - Febrle, moderate discharge or bleeding 05
5 Dead U6
6 Other (please specify) 0 Not recorded
Was woman given additional follow-up appomtment? (In NO, then CRF 15 CYes
complete) ONo (CRF complete)
CNot recorded
If YES, when was additional follow-up appomntment? Y S A
ddimm{yyyy
Where discharge mstructions given after the follow-up visit? (Check all that ¥ all that apply
apply) 01
1 None E;
2 How to use medications or change dressings
3 Return of fertiity 04
4  Signs of mfection/complications 05
5 Where or when to seek additional care 06
6 Resumption of normal activities a7
7 Resumption of sexual activity 08
8§ Famuly planning 09
9 Reassurance regarding future fertility 010
10 Other (please specify) O Not recorded

Be sure to check over your answers and
have the completed form reviewed by your supervisor

17
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WHAT IS DATAPAC?

Complications during pregnancy affect millions of women worldwide each year, nearly 600 000
of these women die as a result ' Women face many nsks during pregnancy and childburth,
including abruptio placentae, placenta previa, preeclampsia as well as complications such as
hemorrhage and infections arising from unsafe induced abortion practices Over 70 000 women
are estimated to die each year as a consequence of unsafe mduced abortion > Worldwide, 13% of
pregnancy-related deaths are esttmated to result from unsafe induced abortions, with the vast
majority of deaths occurring m less developed countries > Many more women suffer
consequences such as pelvic inflammatory disease and sterility Moreover, these figures
underestimate the true impact of unsafe abortion as they do not account for the thousands of
women who develop complications after a spontaneous abortion

A postabortion care (PAC) imtiative has been developed to address the 1ssue of maternal morbidity
and mortality related to unsafe induced and spontaneous abortion The PAC mitiaive consists of
these elements 1) emergency treatment services for postabortion complications, 2) postabortion
contraceptive counseling and services, and, 3) links between emergency abortion treatment and
comprehensive reproductive-health care 3

The Umited States Agency for International Development (USAID), private foundations, and other
international agencies have funded over 30 PAC operations research (OR) studies since 1990 1n

Africa, Asia, and Latin America These studies have mvestigated ways to maximize the quahty of
PAC services while minimizing costs and

resources used A consensus has emerged among What 1s DATAPAC?

individuals and agencies mvolved n PAC OR * PACORDatabase Electromc database for

that 1) a centralized database of PAC studies 1s conducting secondary analyses of available
PAC OR studies

needed, and, 2) core questionnaires should be
developed for use in PAC OR projects 1 various
country settings A centralized database would
facilitate inter- and intra-regional OR analyses,

e Supporting Documentation Copies of
protocols, blank questionnaires, reports,
publications & other documents from PAC OR

studies
while using core questionnaires would lead to s Core Questionnarres Standardized PAC OR
more comparable and generalizable research questionnazres & protocols n English &
ﬁndlngs Qnanich

In collaboration with USAID, the Population Council, and other organizations, Ipas 1s
coordinating the development of core questionnaires as well as compiling data and supporting
documentation from all available PAC OR studies Ths project 1s called DATAPAC This guide 1s
part of the DATAPAC Core Questionnaire Seres, a set of questionnaires and instruction guides
providing an overview on how to design and conduct quantitative PAC OR studies

g



The DATAPAC Core Questionnaire Series 1s in modular form that currently includes

Overview GUIDE TO USING THE DATAPAC CORE QUESTIONNAIRE SERIES FOR .
POSTABORTION CARE OPERATIONS RESEARCH A general guide for designing
and 1mplementing PAC OR

Module 1 GUIDE TO USING THE GENERAL INFORMATION QUESTIONNAIRE FOR
POSTABORTION CARE PATIENTS A brief questionnaire designed to uniquely
identify study participants and sites

Module 2  GUIDE TO USING THE CLINICAL CASE REPORT FORM FOR POSTABORTION
CARE PATIENTS A questionnawre for documenting the clinical presentation of
PAC patients and their course of treatment as recorded 1n patient charts and other
records

Module 3 GUIDE TO ASSESSING RESOURCE USE IN THE PROVISION OF POSTABORTION
CARE A series of questionnaires designed to document resource use and cost of
providing PAC services

Module 4 GUIDE TO USING THE POSTABORTION CARE PATIENT EXIT INTERVIEW A
questionnaire for assessing the quality of PAC services from the patient’s
perspective, including measures of pain and understanding of PAC counseling
messages

Module 5  GUIDE TO OBSERVATION OF POSTABORTION CARE SERVICES An observation
checkhist for assessing the quality of PAC clinical practice including issues such as
mfection control, pain management, and information given to patients

Module 6 GUIDE TO USING THE POSTABORTION CARE SUPPLIES & EQUIPMENT

CHECKLIST An mventory of supplies and equipment necessary for providing PAC
services

These nstruments and gmdes are quantitative 1 design and do not address qualitative research I
methodologies such as open-ended interviews or focus groups The General Information
Questionnarre (Module 1) 1s the backbone of the series, collecting general information designed

to uniquely 1dentify study participants and sites It 1s intended for use with all PAC OR studies
that are designed based on this series For example, researchers

designing a PAC “Cost Study” could consult both the Guude to For more information, please
Assessing Resource Use n the Provision of Postabortion Care contact
(Module 3) as well as the Guide to Using the General Information DATAP J
Questionnaire for Postabortion Care Patients (Module 1) ij;.sT AC Coordmator

PO Box 999

The mstruments mcluded 1n the DATAPAC Core Questionnaire Carrboro, NC 27510-0999 USA
Series are meant to serve as templates and may need to be 919 967 7052 (International)
modified for each study to reflect differences 1n treatment practices | 800 334 8446 (US only)

and study sites In addition to the DATAPAC Core Questionnaire 919 929 0258 (fax)

Series, DATAPAC also icludes an electronic database of data datapac @1pas org

from PAC OR studies and a library of supporting documentation
such as protocols and reports These resources are free to anyone
interested in PAC OR Please contact Ipas for more information or http //datapac wpas org
to make contributions to DATAPAC

or visit our website at




. HOW TO USE THIS MANUAL

Four types of forms are presented for use in conducting cost and resource use studies

1 Inventory Forms are used to gather background data on

N e mcomplete abortion services, mcluding facility policies and

Nata L| practices, supplies, equipment, and staff salarnies Inventories
Dotosat are typically completed only once at the beginning of the study

Inventories

------------------ 2 Patient Observation Forms comprise the bulk of the study,
each of these forms should be completed for each study
I e I B ey participant

) 3 Data Analysis Worksheets are then used to compile data from
the Patient Observation Forms

4 Summary Sheets Calculations on the Data Analysis Worksheets are then transferred to
the Summary Sheets to facilitate comparisons of time and costs associated with various
models for treating incomplete abortion

These forms are presented with detailed explanations 1n the Data Collection Forms and Data

Analysis sections Researchers should note that the forms and worksheets presented 1n this gmde

may need to be adapted to reflect the details of incomplete abortion treatment services 1n their
. research settings All sample data collection forms are included on diskette 1n Microsoft Word

6 0 (for Windows 3 1 or greater), and data analysis worksheets are available as Microsoft Excel

spreadsheets All forms and instruction guides may also obtained from the DATAPAC website at

http //datapac 1pas org




INTRODUCTION

Estimating the Cost of Treating Incomplete Abortion

Hospital management of incomplete abortion (which often results from unsafe induced or
spontaneous abortion) consumes a large proportion of already scarce resources 1n the developing
world Studies have shown that up to 60% of obstetric-gynecology department budgets are spent
to treat incomplete abortion 6 n most countries, standard treatment models include treating
mcomplete abortion 1n a facility operating room using sharp curettage (SC), also commonly
called dilation and curettage (D&C) Patients are routinely anesthetized or heavily sedated and
are therefore often required to remain 1n the recovery area for several hours after the treatment
procedure However, adopting the PAC model of treating incomplete abortion can improve PAC
quality as well as reduce resource use and costs The PAC model typically includes changing the
organization of services to provide incomplete abortion as an outpatient service and replacing SC
1n the operating room with manual vacuum aspiration (MVA) m a procedure room Manual

vacuum aspiration, when used for uterine si1zes of less than 13 weeks, 1s not only equally
effective but also safer than SC’

Untl recently, the cost-effectiveness of the PAC model has been Iittle researched For example, a
1995 literature review of 99 studies on the complications of unsafe abortion 1n Sub-Saharan
Afnca reported only three published cost studies ¥ However, recent years have seen a substantial
mcrease in PAC OR, including cost studies, so that the methodology described here has now
been used 1n over twenty studies mn one-half dozen countries i Africa and Latin America® > A
comparative analysis of these studies was conducted and the results showed that reorganizing .
services including a switch to MV A reduced the average length of stay (ALOS) by an average of
30 percent and costs to the clinic by 60 percent “To partially control for unmeasured bias n
these weighted averages, a subset analysis of patients recruited only for pre- and post-
mtervention studies was done The results showed that reorgamzing services and adding MVA
led to an approximate 50 percent decline 1n both ALOS and treatment costs, respectively, but
only when switching to MVA was accompanied by adequate provider training and reorganization
of service delivery Indeed, data from studies 1n Ecuador and Egypt have documented cases
where switching to MV A without concurrently modifying services increased the cost of
providing PAC services For example, 1n two studies where MV A cannulae were not sterilized
and reused, switching to MVA 1ncreased costs by over 20 percent '' Another study reported that
switching to MV A 1ncreased ALOS and therefore costs when patients treated with MV A were
detained on average 10 6 hours after the procedures even though they had not been heavily
sedated and therefore could have been safely discharged much earhier *°

Overall, cost studies using the Ipas methodology have shown that adopting the PAC model leads
to substantial reductions in ALLOS and expenses only when 1) the adoption of MVA technology
18 accompanied by reorganization of services (e g outpatient treatment, better discharge
protocols), and, 2) improvements 1n case management are made such as replacing the use of
heavy sedation or general anesthesia with local anesthesia when medically appropriate
Furthermore, a review of these studies suggest that the bulk of PAC costs, regardless of whether
MVA or SC was used, can be attributed to personnel salaries and costs associated with 1n-patient, .
over-nmight stays Finally, the studies also revealed that more data need to be collected on out-of-

1
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pocket expenses to the patient as well as the cost of providing contraceptive counseling and
referral for gynecologic services when appropriate

SN SR ) PO
This manual may be used to answer
questions such as the following

This gude describes a step-by-step methodology
for rapidly documenting patient flow, assessing
staff efficiency, and estimating the cost of the first
two elements of the PAC model The first edition of

TR L |

?  What costs are related to treatin 4
this manual was written by Ipas in 1993 and has incomplete abortion? & I
been used to conduct several cost and resource use 9 P «g
studies in Africa and Latin America 5 This edition Wha; 1 ;'he cost difference l;etwedenh é,
has been modified to address 1ssues such as out-of- ;fj’é ar dtrleftmean rotoco ls ana tne W
pocket expenses, inflation, contraceptive services, moae: Lo tredt incomplete 3

abortions?
and other 1ssues not covered 1n the original manual

?  What costs are associated with

This guide 1s not intended to address all 1ssues integrating contracepiive services’
pertinent to quality and effectiveness of PAC
services For example, using this manual will help researchers document how much 1t costs to
add contraceptive counseling services to treatment services, but will not help determine whether
contraceptive counseling 1s effective (1 e contraceptive use increases or number of repeat
abortions decrease) If you are mnterested 1n these or other related 1ssues, please consult other
guides 1n the DATAPAC Core Questionnaire Series

T T s

What s Cost Research?

The simple term “cost research” belies a complicated field of inquiry where terms are used such
as cost-benefit, cost-effectiveness, opportunity costs, fixed and vaniable costs, direct and indirect
costs--often without a clear or consistent understanding of each concept The research design
proposed here describes a cost-effectiveness methodology In cost-effectiveness research, data
are collected on both the cost of services as well as the effectiveness of different treatment
models Thus a ratio of cost to effectiveness can be calculated for various treatments and
compared However, this manual begins with the assumption that MVA and SC are equally
effective for appropriate cases 7 Therefore, even though a cost-effectiveness methodology 1s
described, there 1s no need to collect effectiveness data, but to mnstead stmply compare the costs
of the various treatment models A full discussion of cost-effectiveness research is well beyond
the scope of this manual Fortunately, many excellent resources are available,'® and a glossary
15 provided as part of this guide
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METHODOLOGIC ISSUES

Any health research project, whether assessing costs, quality of care, clinical efficacy or other .
related topics, requires that the same basic steps be taken in the design, implementation, analysis,

and dissemination of results A more complete discussion of PAC OR methodology 1n general 1s

presented elsewhere,?® > but a discussion of methodological 1ssues specific to cost and resource

use studies follows

Study Objectives

The first step of any study 1s for the Principal Investigator (PI) to clearly define the objective of
the study This study methodology can be used to mvestigate several objectives related to the
provision of PAC services

1 Analyze patient flow (1 e how patients move from one area to the next)
within a given health care 1nstitution,

2 Compare resources used and costs when using either SC or MVA for
emergency treatment of incomplete abortion, and,

3 Estimate marginal cost increases of adding contraceptive counseling or
other reproductive health services to imncomplete abortion treatment
services

Table 1 hinks the three primary research objectives listed above with the four types of forms,

explaining which data collection mstruments are appropriate for each objective and suggesting

potential applications of the results Note that documenting the resources used 1n treating patients .
or adding additional services refers to both time and cost, and thus uses all of the forms

Documenting patient flow mvolves only a subset of the forms, since 1t only measures a patient’s

time expended during the treatment process

Table 1 Possible study objectives for PAC OR

Objective Data Collection Use of Research Results
Instruments Needed
1 Analyze patient flow | ® Inventory Form1 Reduce warting time 1n treatment process
e Patient Observation Improve staff efficiency
Form I ¢ Be able to more accurately plan staffing
needs
2 Document resources |  All forms Same as Objective 1 plus
used & costs e Improve organzation of PAC services
e Recommend ways to reduce costs of
treating incomplete abortion
e Identify the most cost-effective technique
for uterine evacuation (SC versus MVA)
3 Estimate costs of e All forms Same as Objective 1 & 2 plus
integrating ¢ Recommend ways to reduce costs of
contraceptive Integrating contraceptive services
services
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Study Design

Cost and resource use studies have typically been concurrent-control or pre- and post-
intervention m design '* Concurrent-control studies, also called static-group comparison studies,
have been multi-site studies where one or more facilities that treated patients with the standard
model were compared with another facility or facilities that had adopted the PAC model
However, a significant problem with the concurrent-control designs 1s that it 1s often difficult or
1mpossible to determine whether differences between study sites are due to PAC training and
reorganization of services, or due to other differences in each site 2

Pre- and post-intervention studies begin with a number of patients who are recruited 1nto the
study and treated according to the standard model This initial period of data collection 1s often
called the “baseline” or “pre-intervention” phase Next, an intervention 1s implemented, such as
mtroducing a postabortion contraceptive counseling program, reorganizing PAC service delivery,
and/or traxmng staff 1n the use of MVA Patients are then treated according to the new protocol
and the results are compared with the data from the baseline phase The advantage with the pre
and post- intervention design 1s that changes 1n service quality and resources used are more likely
to be directly attributable to the changes 1n services, rather than inherent differences 1n study sites
that may occur 1n concurrent-control studies However, pre and post-intervention studies
typically take longer to complete and may therefore not conform to budget and timeframe
requirements Regardless, pre and post-intervention designs are recommended as they tend to
avold certain analysis problems mherent mn concurrent-control study designs

Patient Selection Criteria

When recruiting patients to participate 1n a cost study, we recommend that selection be limited to
wommen presenting with symptoms of incomplete abortion, whether the incomplete abortion
results from spontaneous abortion or abortion induced outside of the study site The uterine size
should be less than 13 weeks as determined by bi-manual pelvic exam and confirmed 1if possible
by reported date of last menstrual period (LMP) Finally, study participants should not present
with septicemua, 1ntra-abdominal injury or other related complications The rationale for not
including women with other major complications mcludes °

1 Treatment of septicerma, heavy bleeding, and other RECOMMENDED PATIENT
complications should be 1dentical regardless of whether SELECTION CRITERIA FOR
MVA or SC was used to resolve the incomplete abortion CoST STUDIES

Therefore, the costs associated with treating these patients
would Iikely depend more on the severity of the additional
complication than on whether MV A or SC was used

2 Treating other major complications tends to prolong
facility stays and thus dramatically increase associated
costs Including these patients 1n your study would
therefore bias the results 1n favor of the model (standard or
PAC) that had fewer patients with other major
complications

3 Itisrelatively rare in many settings for patients to present with other severe
complications 2 ** Thus, excluding these patients should not jeopardize your ability to
recruit a sufficient number of patients mto the study

Only include women with

1 Incomplete abortion, either
due to spontaneous or
1induced abortion

2 Less that 13 weeks gestation

3 No additional complications

11
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Depending upon the study objectives, other criteria can be used 1f desired (e g , patients
presenting with severe complications, women greater than 13 weeks uterine size), however we
suggest keeping the patient selection criteria simple The PI should make certain that the Data
Collectors understand the selection criteria before data collection begins A Participant Selection
Checklist (Fagure 1) should aid Data Collectors when recruiting patients for the study

Figure 1. Sample Patient Selection Checkhst
Patient Selection Checklist

v’ 1if the answer 1s

Patient has YES
Incomplete abortion resulting from spontaneous abortion or O
induced abortion performed outside of the study site

Estimated uterine size of 12 weeks or less O
No other major complications, such as sepsis or uterine perforation O
Read (or been read) Informed Consent statement and has signed 0

the form below

If all four boxes have been checked off, then you may proceed
with data collection!

Sampling and Sample Size

A convenience sample of between 10-15 patients 1s recommended for each group those treated
with the standard model (usually SC 1n operating room) and then those treated with the PAC
model (usually MV A 1n procedure room) Based on a number of studies conducted to date, this
sampling and sample size 1s adequate when used to examine a procedure that 1s spectfic, well-
defined, and subject to little variation, such as emergency treatment of first-trimester incomplete
abortion m hospatal settings Except 1n cases where patients present with other severe
complications (1 e , septic shock, severe hemorrhage, etc ), treatment procedures and resources
used for incomplete abortion generally are simular for all patients

Although the recommended sample size 1s small, 1t 1s usually adequate because the
recommended patient selection criteria (Figure 1) are narrowly focused Bear in mind, however,
depending whether statistical tests are desired, a larger sample size may be required Consulting a
biostatistician during the study design process 1s very useful Also remember that, regardless of
what may be required from the viewpoint of statistical validity, some administrators or

policymakers may need a larger sample to be convinced of the need to change protocols and
practices

Data Collection Instruments and Techniques
This manual describes two complementary rapid-assessment data collection techniques

1 Documentation and calculation of all costs and resources used 1n the provision of PAC
services, and,

12

v



2 A ume and motion study of the patient’s treatment at all stages of her facility stay, from
arrival and registration through recovery and discharge

The nstruments used to collect data for these techniques are outlined 1 Table 2

Table 2 Inventory, Patient Observation, Worksheet, and Summary Forms

Forms Description/Title
Inventory Forms (IF) For background data on facility policies & practices
IF1 Facility abortion care practices
IF2 Salary Costs of Abortion Care Personnel
IF3 Availability and Costs of Medication, Supplies & Miscellaneous
Instruments for MV A and/or SC
Patient Observation Forms For tracking each patient through the entire treatment process
(POF)
POF1 Time Consumed for Patients & Personnel for Uterine Evacuation
Procedure
POF2 Costs of Medication, Supplies & Miscellaneous Instruments Used for
MVA and/or SC
Data Analysis Worksheets  For compiling data from the POFs & to estimate treatment costs
(DAW) and length of stay for each patient
DAW1 Patient Time Worksheet
DAW2 Provider Salary Worksheet
DAW3 Costs of Medication, Supplies & Miscellaneous Instruments
Final Summary Sheets For estimating total average costs and ALOS
(FS)
FS1 Average Duration of Patient Stay
FS2 Average Total Cost of Pauent Stay

For more guidance, please refer to the section on data collection techmques 1n the Guide to Using
the DATAPAC Core Questionnaire Series for Postabortion Care Operations Research

Measuring Costs

The cost study portions of this manual are designed to help researchers estimate two kinds of
costs to the facility — fixed as well as variable costs Fixed costs are expenses that tend to remain
constant regardless of the treatment model used, such as building leases and permanent staff
salaries 7 In contrast, variable costs are defined as costs that are likely to vary depending upon
the model of treating incomplete abortion, such as supplies and medication costs '’ Another point
of mterest 1n PAC OR 1s marginal cost, or the cost of adding additional services to programs
already operating '® Examples of marginal costs include additional costs mcurred when
increasmg the number of women receiving treatment for incomplete abortion or adding
contraceptive counseling to incomplete abortion treatment services

Regardless of the type of cost — fixed, variable, marginal — researchers should note that accurate
data on the costs of certain 1tems or services are often unavailable For example, users of the
oniginal version of this guide often have reported that capital costs, data on items expected to last
for more that one year such as bmldings or vehicles, are often difficult to estimate There are two
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options for handling costs that are difficult to estimate 1) make a “best-guess” of the cost based
on available mformation, or, 2) choose to disregard the particular item or service in the analysis
Regardless of which option 1s chosen, the PI should state explicitly 1n any reports or

presentations what the choice was and why The PI should also discuss the impact of this
decision on the final cost estimates

Also, 1t 1s important to note that the DATAPAC Core Questionnaire Series addresses both costs to
the facility as well as costs to the patient such as patient fees and other out-of-pocket expenses
Other out-of-pocket expenses include transportation costs and situations where patients are
required to pay for medications, supplies, and/or food 1n addition to the fees Since the
methodology discussed 1n the guide 1s based on patient observation with little or no direct
iteraction with the patient beyond obtaining informed consent, 1t 1s recommended that costs to
the patient be collected as part of a comprehensive patient mnterview Therefore, questions on

patient expenses have been provided as part of the DATAPAC Guide to Using the Postabortion
Care Patient Exit Interview (Module 4)

Measuring Time

Compared to measuring costs, measuring time 1s relatively straightforward However, one
daifficulty 1s determining at what time one component of treatment begins and when 1t ends For
example, when does the study “begin”? Is 1t when the patient enters the facility, 1s identified as
needing treatment for incomplete abortion, gives her consent to participate in the study, begins
the treatment process, or at some other time? Does her stay end when she 1s discharged or when
she actually leaves the facility? Does the treatment of incomplete abortion begin when the patient
1s taken 1nto the operating or procedure room or when the procedure begins? There are no
defimtive answers for these questions, but the key to accurate ALOS estimates 1s to define
standard start and stop markers for each phase of the treatment process and communicate them to

the Data Collectors before the study begins These start and stop makers should be stated 1n any
reports or presentations of study results

Data Collectors

The number of patients treated per day and the routes they follow within the facility determine
how many Data Collectors will be required for the study To assess how many Data Collectors
will be needed, draw a map of the facility that indicates the route that patients follow starting at
registration and ending where they are discharged from the facility The map will enable the PI to
gauge how much area one person can realistically cover Data Collectors stationed at each of
several key locations (registration, operating room, and recovery area) may be necessary if patient
volume 1s high or distances between locations are great Figure 2 shows the layout and patient
flow at a typical climic with locations where Data Collectors might be stationed
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Figure 2

Sample Layout of a Medical Facility Demonstrating
Patient Flow and Location of Data Collectors
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A time and motion study with a cost component 1s time-consuming and very detail-oriented
Depending upon caseload and number of Data Collectors, data collection typically requires a
mummum of one to two weeks for each phase of the study (pre- and post-intervention) or at each
study site Data Collectors need to consistently and precisely record many details about the
abortion treatment process The PI or Site Coordinator should be available to momitor a portion
of or all data collection to ensure that the data are being collected consistently and accurately
Also, for conducting multi-site studies, the PI and Data Collectors must be very careful to collect
data consistently at each of the service delivery sites so that the results will be comparable Other
1ssues relevant to multi-site studies are discussed i more detail 1n the Guide to Using the
DATAPAC Core Questionnaire Series for Postabortion Care Operations Research

Key Assumptions

Any methodology has strengths and weaknesses This guide was designed with the goal of
helping researchers rapidly assess PAC costs while keeping the study relatively inexpensive to
mmplement The guide 1s also intended to help generate results that are readily interpretable by
admimstrators, managers, and policymakers However, with every attempt to stmplify and
streamline the approach, assumptions were made which affect the interpretation and
generalizability of results

Opportunity costs

Most of the savings generated by adopting the PAC model have been in the form of opportunity
costs For example, many studies have shown that treating mcomplete abortion with MV A 1s less
expensive than with SC However, 1n most facilities, this translates into freeing up resources for
use with other services rather than reducing actual expenditures overall For example, if adopting
the PAC model for treating incomplete abortion reduces ALOS by 10 hours, this does not mean
that staff will work less hours per week and administrators will withhold 10 hours worth of salary
from the providers and other staff In reality, reducing ALOS allows staff to spend proportionally
more time and supplies treating other types of patients

Bed occupancy

This methodology 1s based on the assumption that bed occupancy rates approach, 1f not exceed,
100% High bed occupancy rates, while common 1n many low-resource settings, are not
umversal The fact that our methodology depends upon high bed occupancy rates can best be
explained by an 1llustrative, albeit unlikely, example

Suppose a researcher conducts a cost study in a facility where only 10% of
beds are filled, supplies are routinely discarded unused after their
expiration dates have passed, and the staff, with little to do, spend much of
their work time reading or watching television Although underutilized,
supplies and equipment are paid for and the staff recerve paychecks Based
on an “opportunity cost” model, 1t could therefore be argued that treating a
PAC patient (or any other patient) costs hittle or nothing beyond what 1s
already spent maintaining a nearly empty facility
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Alternatively, 1f your beds are full, supplies are being used, and your staff
are overworked, then treating PAC patients requires pulling resources from
other obstetric and gynecology services In this scenario, reducing ALOS
and the resources required to treat PAC patients frees up staff and
resources and therefore creates more opportunity to care for other patients
There 1s therefore a savings 1n “opportunity” costs

Cost of a PAC mtervention

To date, only one cost and resource use study has reported the cost of training providers to use
MVA % Although this information 1s very useful when planmng a PAC mtervention, this guide
does not include 1nstructions for estimating these costs In order to make a fair comparison
between the cost of treating ncomplete abortion with the standard model and with the PAC
model, a researcher would need access to the costs of the PAC model intervention as well as the
costs of the traditional mmcomplete abortion training that providers recerved 1n medical school As
it 1s likely impossible to accurately estimate the cost of the standard model training, including
training and other related costs of a PAC intervention 1n the comparison would result in an
underestimate of the financial benefit of adopting the PAC model

Contraceptive commodity costs

Integrating contraceptive counseling and method provision 1s one component of the PAC model
The questionnaires 1n this guide are designed to collect data on contraceptive counseling and also
commodities (1 e pills, condoms, diaphragms, IUDs, etc ) However, just as it 1s recommended
that PAC intervention costs not be included when comparing the cost of standard model with the
PAC model, 1t 15 also recommended not to include commodity costs The rationale for this 1s
twofold 1) contraceptive commodities are often subsidized 1n part by Ministries of Health and/or
nternational donors, and thus 1t 1s often difficult to gauge the actual cost of each method, and, 2)
many facilities already have contraceptive commodities 1n their family planning clinics and
simply provide them to the emergency rooms for PAC patients Also, 1n some settings, PAC
patients receive contraceptive counseling from farmly planming chimc personnel Thus, 1t 1s
unclear how to apportion contraceptive commodity and counseling costs to the farmily planning
clinic and/or to PAC services For simplicity when estimating PAC costs, 1t 1s recommended that
contraceptive commodity costs be 1gnored, but to attribute all contraceptive counseling costs for
incompete abortion patients, including counselors’ salaries and information materials, to
incomplete abortion treatment services As with intervention costs, contraceptive commodity
costs can be reported separately 1f these data are important to facility administrators or
policymakers
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DATA COLLECTION FORMS

Inventory Forms

Modify these tables as necessary to reflect the service delivery characteristics at your site

To guarantee that the cost information necessary for later calculations 1s actually available, the
researcher should be certain that she or he has access to the necessary cost data before measuring
the use of resources Then, the researcher should determine unit costs for instruments, supplies,
and medications prior to begmmng any data collection The three inventory forms are intended to
be completed at the beginning of the study at each site

DATAPAC Inventory Form 1 Facility Postabortion Care Practices
DATAPAC Inventory Form 1 1s used to describe the facility’s PAC practices and should be

completed by the PI Many facilities do not have written treatment protocols What 1s needed
here 18 a description of actual practice It 1s important to fully describe

registration and admission practices

location and condition of waiting room facilities

the examination process

the evacuation procedure

recovery

postabortion contraceptive counseling and methods provision
discharge protocols

The information gathered at this stage in the process might influence later data collection
Information to complete this form should be obtained by interviewing several knowledgeable
providers, such as doctors or nurses who care for abortion patients and the provider or social
worker responsible for postabortion contraceptive counseling and provision Data Collectors
should confirm mnventory information during pre-testing by observing what occurs to PAC
patients from registration and admission to recovery and discharge The PI should then use the

information recorded on Inventory Form 1 to adapt the other forms to reflect practices at that
particular site

In a descriptive or cross-sectional cost study, the Inventory Forms are typically completed only
once (for each site) In a pre- and post-intervention study, Inventory Form 1 1s generally
completed once during the baseline phase of the study when the standard model 1s used and then
again after the intervention when the PAC model has been adopted Consider, however, that at
some sites, the procedures for treating women with incomplete abortion may differ substantially
depending when the woman arrives to the facility Therefore, the PI may need to complete this
form several times to capture the range of treatment practices on day versus the night shifts or
weekdays versus weekends
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DATAPAC Inventory Form 1+ Facility Postabortion Care (PAC) Protocols and Practices

Instructions for Use This form 1s generally completed once for each different procedure observed (MVA, SC,
etc ) Complete the form by reading any written protocols available for each type of procedure, mterviewing several
knowledgeable staff and observing actual treatment practices

Facility Name

Date ( / / ) dd/mm/yyyy

Shift Observed [1Mormng [Day/Evening [INight [ Other

Treatment procedureused [EVA [MVA [SCorD&C [1MVA with SC

[J v'1f written protocols/policies are available (attach 1f possible)

PRE-PROCEDURE

Registration and Admission Practices

Location and Description of Waiting Room Facilities

Prehnunary Examunation Practices

PROCEDURE

Preparation and Evacuation Practices (including pre-operative information/counsehing, admimstration of
anesthesia, analgesia, and/or sedatives, and locations for each procedure)

POST-PROCEDURE

Recovery and Post-Operative Counseling Practices
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DATAPAC Inventory Form 1 Facality Postabortion Care (PAC) Protocols and Practices

Instructions for Use This form 1s generally completed once for each different procedure observed (MVA, SC,

etc) Complete the form by reading any written protocols available for each type of procedure, mterviewmg several
knowledgeable staff and observing actual treatment practices

Postabortion Contraceptive Services (including mnformation and counseling given to patients, types of
methods dispensed, location of counseling and method provision)

Overnmight Admssion Practices

Discharge Practices (including existence of any standard discharge fimes and reasons any patient stays after
official discharge)

Reproductive Health Services and Referral

Miscellaneous Notes




DATAPAC Inventory Form 2 Salary Costs of Postabortion Care Personnel

DATAPAC Inventory Form 2 should be completed by the researcher after an interview with the
facility’s Personnel Director and 1deally, a review of salary ranges for all categories of personnel
The form 1s used to calculate the salaries of personnel who are mnvolved 1n the provision of PAC
services Use each person's annual salary and fringe benefits as the basis for "salary per week"
Fringe benefits are anything the employee receives 1n addition to his or her regular annual salary,
such as health msurance, sick or vacation leave, or a “13th month” paycheck Fringes also
include anything the employer has to pay for the employee 1n addition to his or her regular salary
such as unemployment insurance, social security, workiman's compensation or retirement
pensions The important thing 1s to be consistent 1n the way salaries and fringes are calculated
For example, 1f employees at all levels recerve a 13th month paycheck, be sure to include the
correct 13th month amount for all personnel observed

The first column on Inventory Form 2 lists the various personnel categories that may have
contact with patients recerving postabortion care and the stage 1n the treatment process at which
this contact would occur Each personnel category should be listed on the form only once for
each stage of the postabortion treatment process For example, 1f all categories of nurses are paid
from the same range of salary, "nurse" should appear only once

The second column (A) 1s used to record the salary per week for each personnel category When
the members of a particular category of provider have a range of salaries (often related to
seniority), use the midpoint between the highest and lowest salaries 1n the category

The third column (B) 1s used to record the fringe benefits per week for each personnel category
This information may be difficult to obtain but 1s vital to determining cost as accurately as
possible The facility’s Personnel Director should be a good starting point for this information
Generally, fringe benefits are calculated as a percentage of an employee's annual salary
Remember to mclude all fringe benefits, examples of which are listed above

The third column (C) 1s used to record the length of the "official” workweek Frequently,
personnel are paid for an eight-hour shuft, but in reality, stay on-site fewer than eight hours Their
salary should be calculated based on the number of hours for which they are paid, rather than the
number they actually work This simplifies data coliection by making 1t unnecessary for
researchers to observe providers and collect time cards The last column (D) 1s to record the
salary per minute

For example, look at the calculations for a Head Nurse's Salary listed under “Pre-Procedure
Personnel” on Inventory Form 2 This nurse 1s paid a yearly salary of US$15,002 The
calculations were made as follows

1 Determune the salary per week by dividing the annual salary by 52 weeks 1n the year,
place result in column A $15,002 divided by 52 = 288 50

2 Determine the weekly fringe benefits total by dividing yearly fringe benefits (in this case,
health insurance, sick and vacation leave and 13th month paycheck for an annual total of
$2,000) by 52 and place result in column B $2,000 divided by 52 = 38 46

3 Determine the length of the official workweek and place 1n column C 40 hours
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4 Add weekly salary and fringe benefits (columns A & B) and divide by the number of
hours "officially" worked per week (column C) to get hourly salary, and then divide this
by 60 minutes to get salary per minute, place figure in column D $326 96 divided by 40 .
= $8 174 per hour divided by 60 minutes per hour = § 14 per minute

Data Collectors should enter all monetary information 1n local currency If 1t 1s intended to
publish the results to a wider audience (which we recommend!), then researchers should consider
converting monetary units be to US Dollars during the data analysis Also, please note that 1f a
pre- and post-1ntervention study 1s planned, then the researcher should convert the cost estimates
to US dollars using a single exchange rate to control for currency fluctuations

NOTE DATAPAC Inventory Form 2 should be completed only once, at the begimning of
the study
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DATAPAC Inventory Form 2+ Salary Costs of Postabortion Care Personnel

Interviewer's Name

Date (dd/mm/yyyy) (

/ /

)

Staffperson's Name

Time of Interview (24 hour clock)

Staffperson’s Position

Location of Interview

Instructions for Use This form should be completed only once Collect the information necessary to complete this form
from mterviews with appropriate administrative personnel or from files located 1n the admumstrative office Specify the

type of staff category and/or the person's rank in the spaces provided

DATAPAC Inventory Form 2* Salares of Postabortion Care Per<onnel

A B C D
Salary per Fringe Benefits Length of Salary per
TYPE OF PERSONNEL Week Official Work munute
Week
(Yearly Salary/52) | (YearlyAmount/52) Hours D=((A+B)/C)/60
PRE-PROCEDURE PERSONNEL
Receptionist
Doctor (specify rank)
Nurse (specify rank)
Nurse (specify rank)
Orderly
Other (specify)
PROCEDURE PERSONNE]
Nurse (specify rank)
Nurse (specify rank)
Doctor (specify rank)
Doctor (specify rank)
Other (specify)
POST-PROCEDURE PERSONNEL
Orderly
Doctor (specify rank)
Nurse (specify rank)
Nurse (specify rank)

Famuly planning clime staff (specify)

Social Worker

Kitchen Staff

Jamtor

Cashier

Other (specify)

Notes The equation for calculating salary per minute should be interpreted as follows add the figure 1n column A to the
figure 1n column B and divide by the figure 1 column C to get the salary per hour and then divide this number by 60 to0

obtain the salary per minute (column D)
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DATAPAC Inventory Form 3 Availabihity and Costs of Medication, Supplies and
Miscellaneous Instruments for Postabortion Care Services

DATAPAC Inventory Form 3 should be completed at the beginning of the study This form
contains a checklist and a cost column for medications, supplies and medical instruments that
could be used 1n the provision of PAC services Items not used at your site should be deleted
from the form Add any 1tems that are used but not listed Researchers should obtain this
information by talking with facility staff and observing which 1tems are available for use 1n the
procedure room(s) or at other locations (e g , recovery area) where care 1s offered For those
1tems which are available, the researcher should interview the facility Purchasing Director, the
facility store clerk, pharmacist, or facility central administration personnel to obtain cost
imformation It is important to note that Total Cost of the Item refers to the cost of the item as a
whole as 1t 1s recewved n the facility (e g , entire bottle of aspirin, entire box of gauze)

If these sources cannot provide costs for the items listed, the researcher should contact a local
medical equipment distributor (although these costs may be ligher than costs subsidized by some
public-sector facilities) Costs of MV A 1nstruments may be obtained from the facility, the MOH
(2f they have purchased the instruments), or Ipas Previously, 1n many studies MVA equipment
has been either donated or subsidized during the study period However, 1n order to produce a
more realistic estimate of MVA costs, we recommend that the researcher use an MVA cost equal
to the actual cost of procuring MV A equipment without donations or subsidies

The cost of contraceptive commodities should be based on what the facility paid for them Many
tumes, however, these commodities are donated or subsidized by outside orgamzations If this 1s
the case, 1t 1s recommended to use the donor costs (1 e , what the outside agency actually paid to

purchase these contraceptives) This will reflect the most accurate cost of providing postabortion
contraception services

Many facilities use pre-packaged kits that contain all instruments which may be needed during a
certain procedure If this 1s the case, 1t 15 recommended to eliminate cost information for each
individual mstrument and provide instead the cost of the entire kit

The data collected on this form will then be used on Patient Observation Form 2 to help
determune the costs of medication, nstruments, and supplies used for each patient

NOTE Inventory Form 3 should be completed only once, at the begmning of the study,
and apphed to both pre- and post-mmtervention data
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DATAPAC Inventory Form 3 Costs of Supplies & Equipment for Postabortion Care Services

Interviewer's Name

Date (dd/mm/vyyy) ( /

/ )

Staffperson's Name

Time of Interview (24 hour clock)

Staffperson’s Position

Instructions for Use This form should be completed once only Collect the necessary cost information from central

supply, central stores, pharmacy, or purchasing department

Inventory Form 3: Costs of Supphes & Equipment for Postabortion Care Services

Cost Items for Postabortion Care Procedures

Tick (v)
if thus
item1is

available

A

Total cost of item when
purchased

(e g , entire bottle of aspirin)

Drugs/Pam Control

Narcotic Analgesia (specify)

Anxiolytic (specify)

Non-Narcotic Analgesia (specify)

Local Anesthetic (specify)

Antibiotics (specify)

Other (specify)

o o s I I o A

Miscellaneous Instruments

Basin (kndney/825 ml)

Cup (solution/180 ml)

Gloves

Masks

Flashhight (Torch)

Curette (uterine sharp/7 mm)

Curette (uterine sharp/12 mm)

Dilators

Forceps (hysterectomy)

Forceps (ovum delee)

Forceps (sponge-holding)

Forceps (uterine tenaculum)

Needles (hypodermic 90 x 152 mm) x 12

Scissors (uterine/200 mm)

Syninge (anaesthetic)

Syringe (hypodermic)

Tubal Ligation Kit

OOO0oo|0)o|0joon[oiojo|ojoij.
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Inventory Form 3: Costs of Supphes & Equipment for Postabortion Care Services

Tick (v) A
Cost Ttems for Postabortion Care Procedures if this Total cost of 1tem when
Item 1S purchased
available (e g, entire bottle of aspirin)
Clamp (Towel Jones 9cm) O
Knife-Blade (for minor surgery) O
Retractor (Langenbek 60 x 20 mm) 0
Other (specify) O
Miscellaneouns Matenals
Clothing (gowns, robes, etc ) O
Bed hinens |
Drapes, sheets, & other linens O
Gauze O
Cotton O
Alcohol O
Disinfectant (specify) O
Soap (specify) |
Other (specify) O
Food (supphed by facility)
Meal #1 0
Meal #2 O
Meal #3 0
Meal #4 O
Meal #5 O
Other (specify) 0O
MYVA Parts
Single-Valve Syringe (SVS) with 3 cc Silicone 0
Double-Valve Syringe (DVS)w/Adapters and 3 cc Silicone O
MVA Cannulae
4 mm Standard O
5 mm Standard O
6 mm Standard |
7 mm Standard O
8 mm Standard K|
9 mm Single-Scoop Aperture O
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Inventory Form 3+ Costs of Supphies & Equipment for Postabortion Care Services

Tick {v) A
Cost Items for Postabortion Care Procedures if thus Total cost of item when
1tem 1s purchased
avalable | e bottle of aspirm)

10 mm Single-Scoop Aperture O

12 mm Single-Scoop Aperture 0

Other (specify) 0
Sterihization/Disinfection

Glutaraldehyde O

Bleach O

Other (specify) O

Modern Contracepfive Commodities

Condoms O

Spermucide (foam, gel/jelly, film, eic ) N

Diaphragm O

Combined Oral Contraceptive (specify) 0

Progestin-only Pill O

Injectable (specify) 0

Implant (Norplant®) O

IUD (specify) 0O

Female stenthization |

Male stenhizaton O

Education matenals on lactational amenorrhea (LAM) O

Other (specify) |

Other (specify) O

Other (specify) 0
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DATAPAC Inventory Form 4 Overhead and Hospitahization Costs Based on
Expenditures from Previous Year

Hospital overhead or general and admimistrative (G&A) such as the cost for electricity, water,
building repairs or maintenance can be the most difficult category of cost to assess In many
cases, public facilities receive subsidies on utilities and other expenses, and therefore the amount
they pay does not realistically reflect the true cost As with MVA kits, the researcher should try
to estimate the actual cost for each category, not a subsidized expenditure This will allow facility

administrators and policy makers to plan for the future with the most accurate cost information
possible

The PI should be able to complete Inventory Forms 4 and 5 with information obtained from the
faciity’s admimstrative offices This information 1s the expenditures for the last 12 months for
overhead budget categories such as administrators’ salaries, capital goods, and office supplies
These forms will help determine cost-per-bed-minute Use Inventory Form 4 to record the costs
that comprised overhead for the previous twelve-month period, and use Inventory Form 5 to
calculate cost-per-bed-minute of treating postabortion patients As with all the forms 1n this

manual, these forms may need to be significantly modified to reflect the differences in each
facility

Annualizing Equipment and Furmiture Costs

Capital goods are 1tems that have a useful life of greater than one year In a cost and resource use
study, capital goods might include exam tables or sterilizers As such, a capital good’s purchase
price 1s not equal to 1ts cost, but the true cost will be spread out over the useful life of the 1tem

Annualization 1s the method used to estimate capital costs Janowitz and Bratt (1994) explain the
mechanics of annuahization

“The technique we use to estimate capital costs 1s called ‘annualization’ Essentially, we
calculate the amount of the good that 1s used up (depreciated) mn the period of time
corresponding to the cost study Depreciation 1s only one part of the annual cost of a
capital good The other part 1s an allowance that represents the interest that could have
been earned 1f the program had invested the funds used to purchase the item Thas
component 1s usually referred to as the ‘opportunity cost of capital’ »16

Calculating an annual cost of capital 1s facilitated by creating an annualization table To create
this table, the researcher needs three figures 1) an estimate of the replacement cost of the item,
2) an estimate of the useful life of the item, and 3) an estimate of the discount rate The
replacement cost 1s what the capital good would cost 1f purchased new today The discount rate
reflects the rate of return on mmvestments the program could have made if 1t had not used 1its
money on the capital good The economic planning office within the finance ministry in the
country should have this number If not, larger development orgamzations (e g , the World Bank)
have discount rates for each country that they use for project planning purposes

To use the annualization table, find the discount rate you plan to use 1 the discount rate column
Next, find the row that corresponds to the estimated useful life of the item The annualization
factor 1s found where the column and the row intersect Simply divide the replacement cost of the
item by the annualization factor from the table
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For example, suppose a facility had a sterilizer with a replacement cost of $10,000 and an
estimated useful life of 10 years The discount rate you have chosen 1s 6% The annualization
factor from the table 1s 7 360

$10,000/7 360 =$1,359
Thus the annual cost of the sterilizer would be $1,359

To calculate the annualized building costs, Janow1tz and Bratt (1994) again explain
“To determine the replacement cost for a building at 1ts current site you need to determine
the cost of the land and the current construction cost for a similar building The original
construction cost should not be used If current construction costs are not available, the
cost per square meter of similar types of construction 1n the area may be used This
information can sometimes be found 1n recent government contracts for similar bmilding
or from construction trade groups '

NOTE Inventory Form 4 should be completed only once, at the begimning of the study
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DATAPAC Inventory Form 4 Overhead and Hospitahzation Costs Based on Expenditures
for the Previous Year

Instructions for Use This form should be completed only once Collect the necessary information from interviews
with appropriate administrative personnel or through files from the admumstrative offices
R

Overhead Cost ems Actual Annual
Expenditure

Admumnistrators’ & Directors’ Salaries (1 Year & Fringe Benefits)

Admmstrative/Office Supplhies (including Communications)

Cleaming Supphes & Equipment (including Laundry)

Water

Electricity, O1l, Gas, & Cooking Fuel

Security

Ambulance Maintenance (including gas & o1l) and Driver Salary

Communications (phone, fax, etc )
Other (specify)
Other (specify)

Annualized Costs (only mclude items over US$100)

Exam Table

Sterilizer

Operating Table

Rolling supply cart

Laparoscope

Mobile Operating Laght
Other (specify)

Other (specify)

Rent or Annualized Building Costs
‘Total Overhead Costs for Previous Twelve-Month Period:
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DATAPAC Inventory Form 5 Average Cost Per Bed-Minute

Usually overhead 1s comprised of the fixed costs of operating the facility (see list on Interview
Form 4, previous page) To calculate overhead cost per patient, the researcher must reduce the
total yearly overhead cost to an overhead cost-per-bed-munute (thus, cost-per-bed-minute =
yearly overhead/number of bed-days for previous twelve-month period/1440 minutes per day)
To calculate "bed-days" we recommend multiplying the total number of facility beds (Beds) by
bed occupancy rate (1 ¢ , the average number of beds full on any given day)

(Occ) by 365 days per year (Days) For example

900 Beds * 80 Occupancy * 365 Days = 262,800 Bed-Days
If, for a given facility, yearly overhead 1s US$321,213 00, then
$321,213 00/262,800 bed-days/1440 minutes = $0 0008 per-bed-minute

Thus, 1f a patient spends 3,500 minutes 1n the facility for treatment of incomplete abortion, her
portion of the overhead cost would be

3,500 * 0 0008 = US$2 80 (ths type of calculation will occur on Data Analysis
Worksheet 4)

If occupancy rates are not known, one may assume an occupancy rate of 100%, however, using a
higher-than-actual occupancy rate will underestimate the true cost-per-bed-minute Also
remember that 1f the researcher wants to compare resources expended at more than one service
delivery site, she or he must use the same method of calculating overhead at each study site
Actual overhead costs will vary from one facility to another (even within the same health care
system)

NOTE Inventory Form 5 should be completed only once, at the begmming of the study
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DATAPAC Inventory Form 5 Average Cost Per Bed-Minute

Instructions for Use This form should be completed only once Collect the necessary information
from mterviews with appropriate administrative personnel or files

A B C D E F
Total Overhead | Number of Beds | Daily Occupancy | Number of Bed- Cost-Per-Bed- Cost-Per-Bed-
Costs for 1in Facility Rate Days for Day* Minute*
Previous Year Previous
(from Inventory Twelve-Month
Form 4) Penod*
D=[(B*C)*365] E=(A/D) F=E/1440

*NOTES The number of bed-days for the previous twelve-month period 1s calculated by finding the average number
of beds occupied on any particular day (column B multiphed by column C) multiphied by 365 days 1n the year

The cost-per-bed-day should be calculated by dividing the total overhead costs for the previous twelve-month period
by the number of bed-days for the previous twelve-month period (A divided by D)

The cost-per-bed-minute calculation should be mterpreted as follows divide cost-per-bed-day by 1440 munutes 1n the
day
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Patient Observation Forms
Modify these tables as necessary to reflect the service delivery characteristics at your site

Once the background information has been collected and recorded on Inventory Forms 1-3, the
patient observation phase of the study can begin Consistency in data collection across sites 15
absolutely essential during this phase of the study

DATAPAC Patient Observation Form 1 Time Consumed for Patients and Personnel
durmg Postabortion Care

DATAPAC Patient Observation Form I 1s designed to describe patient flow, or the steps the
patient goes through from arrival to discharge After completing this form, the researcher will
know how much time one particular patient spent throughout her PAC treatment process (for pre-
procedure, procedure, and post-procedure care), as well as the personnel resources expended 1n
providing that care

As patient management practices often vary significantly between health systems and individual
facilities, this form must be adapted to fit the specifics of each site The easiest way to adapt this
form to a particular site 1s to literally walk the patient's route Begin with the entrance to the
facihity and continuing through treatment, recovery, post-procedure counseling and discharge
areas (see Inventory Form 1 Facility Postabortion Care Practices) Although some facilities or
health systems have written gmdelines describing treatment protocols for incomplete abortion,
most do not In addition to reading the protocols (where they exist), the PI and Data Collectors
should farmharize themselves with all aspects of the treatment process by observing care and
interviewing staff Researchers should also be aware that postabortion counseling and
contraceptive method provision can occur at various stages of a patient’s stay in the facility, and
this should be reflected 1n the forms

Please note Once the PI 1s farmbar with the patient management system, she or he will
need to adapt each form to reflect the characteristics of the system used at that site All
data collection forms are therefore included with this guide on a floppy disk in Microsoft Word
for Windows 6 0 format

The first column hists the steps the patient goes through from registration to discharge Columns
A and B ndicate the tume the patient begins and ends a particular step 1n the process, including
time spent warting for the providers to care for her Column C 1s used to calculate the amount of
time that the patient spends at each step in the process

The fifth column (“Personnel Used”) lists the personnel who work with the patient at each step
Columns D and E refer to the time each provider begins and ends interactions with the patient at
that step Column F 1s used to record the calculation of the total amount of time that the provider
spent with that patient at each step 1n the process Columns G and H provide the final calculation
of salary cost per patient for each provider
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Note Columns C, F, and H should only be computed after the entire form 1s completed for each
patient The Microsoft Excel spreadsheet available from Ipas will make these computations
automatically

The "Provider Total Minutes Spent" will generally be less than the "Patient Total Minutes Spent”
for each step, since the patient frequently waits for care However, during the evacuation
procedure, however, the total time spent by all staff will probably be greater than patient time
since several members of the team will be providing care to a single patient The amount of time
that providers spend reviewing patient charts and updating patient records should also be
included as time spent treating the patient However, Data Collectors should only record time
that providers spend focusing on the patient whom they are tracking at that time, for example, 1f
a nurse 1s 1n the recovery ward, but 1s caring for another patient, her time should not be recorded
or calculated as part of the "Provider Total Minutes Spent" for the patient being tracked

In many cases, a particular type of provider will spend time with the patient more than once For
example, a nurse’s aide may attend the patient upon arrival at the emergency room, during the
exam 1n the treatment area, and during the evacuation Record each of these treatment
"encounters” 1n the appropriate box on the form

Instructions for calculating 24-hour time 1nto minutes are given in the "Instructions for Use"
section of the table Please note the calculation of munutes for when the patients are required to
stay overnight In this situation, calculate the number of minutes from the "Time In" figure in
column A until midmght (24 00 1n 24-hour time) for the first day, and then add the number of
minutes from the second day (from O 00 until "Time End" 1n column B) to that figure For
example, if a patient registers at 20 49 one evening (or 20 hours * 60 minutes per hour + 49
minutes = 1249 minutes) and 1s discharged at 09 07 the following morning (or 9 hours * 60
minutes per hour + 7 munutes = 547 munutes), then the total length of stay would be calculated as

follows there are 1440 minutes 1n one day (24 hours * 60 minutes per hour), so 1440-1249=191
manutes + 547 munutes = 738 munutes

NOTE Patient Observation Form 1 must be completed for every patient observed during
the data collection period
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DATAPAC Patient Observation Form 1 Time Consumed During Provision of Postabortion Care

Observer’s Name Date (dd/mm/yyyy) ( / / )

Patient ID# Attending Physician

Treatment procedureused [EVA [MVA [0OSCorD&C [MVA with SC

Instructions for Use One of these forms should be completed for each patient Use 24-hour time, and convert the times
n columns A, B, D, and E mto minutes so that columns C and F can be easily calculated To convert the times nto
minutes multiply the number of hours by 60 and add the minutes to that figure [e g , 18 23 becomes (18*60)+23=1103, or
the 1103rd minute of the day]

Instructions for Use Complete columns A, B, D and E at the time of observation DO NOT transfer the information
from column D of Inventory Form 2 to column G or calculate columns C, F or H until after the patient has left the
room or until the daily data collection has been completed

DATAPAC Patieni Observation Form 1 Tune Consumed Durmmg Provision of Postabortion Care

A B C D E F G H
PATIENT Tune | Time | Patient | STAFF USED| Time | Time Staff Salary Per Salary Cost Per
TIME Begin| End | Total Begmm | End Total Minute (from Patientt
Minutes Minutes Inventory
Spent Spent Form 2)
C=B A F=ED H=F*G
PRE-PROCEDURE

Registration Receptiomst
Waiting Room None
Exam Room Doctor

Nurse
Transport to Orderly
Ward
Pre-Procedure Nurse 1
Ward

Nurse 2
Transport to Orderly
Procedure
Room
Total Patient Pre- Total Prowvider Pre-Procedure Costs (Sum pre-
Procedure Procedure salary eosts for Providers m column H}
Trme (Sum pre-procedure
tmmes for patient m colomn
<)
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DATAPAC Patient Observation Form 1 Tine Consumed During Provision of Postabortion Care b

A B C D E F G H
PATIENT Time | Time | Patient |STAFFUSED| Time | Time Staff Salary Per Salary Cost Per
TIME Begim| End | Total Begin | End Total Minute (from Patient}
Minutes Minutes Inventory
Spent Spent Form 2)
C=B A F=ED H=FxG
PROCEDURE
Prep Nurse 1
Nurse 2
Evacuation Doctor 1
Doctor 2
Nurse
Total* Patient Procedure Total: Provider Procedure Costs (Sum procedure
Tume Salary costs for providers m column H)
(Sum procedu ¢ times for
patient m colwnm C)
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DATAPAC Patient Observation Form 1 Tune Consumed During Provision of Postabortion Care

A B C D F G H
PATIENT Time | Time | Patient | STAFF USED| Time Staff Salary Per Salary Cost Per
TME Begin | End | Total Begin Total | Minute (from Patient’
Minutes Minutes Inventory
Spent Spent Form 2)
C=B A F=E D H=FxG
POST-PROC 1

Transport to Orderly
Recovery
Recovery Nurse 1
Room

Nurse 2
Contraceptive Social
Counseling & Worker
Method
Provision

Nurse 1
Overmght Nurse 1
Stay

Nurse 2

Kitchen

Help

Jamitor
Discharge Receptiomst
Total, Patient Post- Total Provider Post-Procedure Costs {Sam post-
Procedure

Trme {Sum post-procedure
times for patient m column

C)

Procedure salary costs for providers m eolunm H)

Discharge Date (dd/mm/yyyy) ( /

/

Discharge Time (24 hour clock)

"The calculation for Salary Cost Per Patient should be interpreted as follows multiply the figure 1n column F by the figure in

column G
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DATAPAC Patient Observation Form 2 Costs of Medication, Supphes and
Miscellaneous Instruments Used for Postabortion Care Procedures .

DATAPAC Patient Observation Form 2 1s used to calculate the cost of imnstruments, equipment,
supplies, contraceptive commodities and medication used for each patient The data collected on
the DATAPAC Patient Observation Form 2 should show the number of umts of all instruments
and supplies used for each patient As care for most patients will follow the standard or PAC
model, there probably will be very little variation 1n the number of units used for each patient

A cost-per-patient can be determined for all drugs and commodities by dividing the total item
cost by the number of umts in the item and then multiplying by the number of umts used for each
patient For example, suppose a full bottle of aspirin containing 1,000 pills can be purchased for
US$ 2 00, but patients are given (and charged for) only one pill at a time The cost of aspirin used
for a particular patient can be obtained by dividing the 1tem cost by the number of units in the
item ($2/1,000 pills = $0 002 = umt cost, or cost-per-pill) and then multiplying by the number of
units given to the patient (e g, 2 aspirin) In another example, 1f a patient uses 12 units of IV
solution and the remaining % of the second unit 1s thrown away, the cost of the IV solution used
15 the cost of two full umts, rather than the 12 units that were actually consumed

Notes for calculating MV A costs

Previously, m many studies MV A equipment has been either donated or subsidized during the

study period However, 1n order to produce a more realistic estimate of MV A costs, 1t 1s

recommended that the PI use an MV A cost equal to the actual cost of procuring MVA equipment

without donations or subsidies .

When completing this form for patients treated with MV A, 1t 1s also recommended that the PI
use 50 and 20 for the number of uses per syringe and cannula, respectively (Column B) There is
anecdotal evidence that certain facilities use these instruments for many more procedures, but
using these figures will usually result 1n conservative cost result (1 e , using the estimates of 50
and 20 will slightly overestimate the cost of care per patient treated with MVA) Thus, 1f
providers are sterihizing or disinfecting MV A syringes and cannulae more than 50 and 20 times,
respectively, then facilities will spend even less on MV A 1nstruments (and hence the PAC
model) than the results indicate

Overall, the researcher must be consistent from one patient to another 1n assessing unit costs!

NOTE Patient Observation Form 2 must be completed for every patient observed during
data collection
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DATAPAC Patient Observation Form 2. Costs of Supplies & Equpment Used for PAC Services

Observer’s Name

Date (dd/mm/yyyy) (

/

)

Patient’s Name

Patient ID#

Attending Physician

Treatment procedure used 0OEVA

OMVA

gosc

or D&C

OMVA with SC

Instructions for Use One of these forms should be completed for each patient

DATAPAC Patient Observation Form 2 Costs of Supplies & Equuipmeat Used for PAC Services

A

B

C

D

E

Cost Items for MVA or Sharp Curettage

Procedures

v of
used

Item Cost
(Colamn A from
Inventory Form 3)

Umits in Each

Item (e g, 100
asprmm 1
bottle)

Cost Per
Umt}

Number
of Umits
Used

Cost for
this
Patient’

C=A/B

E=C*D

Drugs/Pam Control

Narcotic Analgesia (specify)

Anxiolytic (specify)

Non-Narcotic Analgesia (specify)

Local Anaesthetic (specify)

Anubiotics (specify)

Other (specify)

I o I Y |

Total* Drugs/Pamn Centrol Cost for this Patient (¢

yum dr

g costs m eoly

mn E)

Miscellaneous Instruments

Basm (fadney/825ml)

Cup (solution/180ml)

Gloves

Masks

Torch (flashlight) (2-cell)

Curette (uterme sharp/7mm)

Curette (uterine sharp/12mm)

Dilators

Forceps (hysterectomy)

Forceps (ovum delee)

Forceps (sponge-holding)

Forceps (uterine tenaculum)

Needles (hypodermic 90x152mm)x12

O|o0|ojoo)|ooojo|o|jo|o
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DATAPAC Patient Observation Form 2 Costs of Supphies & Equmpment Used ffor PAC Services

A B C D E
Cost Items for MVA or Sharp Curettage v'1if | Item Cost |Umtsn Each|Cost Per| Number | Cost fo
Procedures used If::]‘l“:r; ‘;:::l“;) Item(eg,100 | Umtt | of Umts ths .
aspirmman 1 Used Patient
boitle)
C=A/B E=C*D
Scissors (uterne/200mm) O
Sound (uterne Stmpson/300 mm) 0
Speculum (small) O
Speculum (medium) I
Speculum (large) O
Syringe (anaesthetic) O
Syringe (hypodermic) il
Tubal Ligation Kit O
Clamp (Towel Jones 9cm) |
Kmfe-Blade (for minor surgery) ]
Retractor (Langenbek 60 x 20 mm) O
Other (specify) O
Total* Misc Instruments Cost for this Patient (Sum misc. mstr. costs m column E)
Miscellaneous Materials
Gauze O
Cotton 0O
Alcohol O
Disinfectant (specify) 0
Soap (specify) O
Other (specify) |
Total Misc Materals Cost for this Patient (Sum misc. materials costs m columm E)
MVA Syrmges
Single Valve Syringe (SVS) with 3cc Silicone | 50
Double Valve Syringe (DVS) w/Adapters & 3cc O 50
Silicone
Total. MVA Parts Cost for this Patient (Sum parts costs m colunm E)
Cannulae
4mm Standard | 20
Smm Standard O 20
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DATAPAC Patient Observation Form 2 Costs of Supphes & Equipment Used for PAC Services

A

B

C

D

E

Cost Items for MVA or Sharp Curettage
Procedures

v of
used

Tnventory Form 3)

Item Cost | Umts m Each

{Colamn A from Ttem (eg, 100
aspirmn 1
bottle}

Cost Per
Umtf}

Number
of Umits
Used

Cost for
this
Patient’

E=C*D

6mm Standard

20

7mm Standard

20

8mm Standard

20

9mm Smgle Scoop Aperture

20

10mm Single Scoop Aperture

20

12mm Single Scoop Aperture

O|jOojOo(o|0Oo|jd

20

Other (specify)

O

20

Total Cannulae Cost for thus Patient (Sum canmulae costs m column E)

Sterihzation/Dismfection

Glutaraldehyde

a

Bleach

a

Other (specify)

a

Total Sterhizatron Cost for this Patient (Sum ste

rihizaty

on costs m column E)

Contraceptive Commodsties

Condoms

Spermicide (foam, gel/jelly, film, etc )

Spermicide (foam, gel/jelly, film, etc )

Draphragm

Combined Oral Contraceptive (specify)

Combined Oral Contraceptive (specify)

Combined Oral Contraceptive (specify)

Progestin-only Pill

Injectable (specify)

Implant (Norplant®)

IUD (specify)

IUD (specify)

Female sterilization

Male sterilization

DU O I |
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DATAPAC Patient Observation Form 2 Costs of Supphies & Equipment Used for PAC Services

A B C D E
Cost Items for MVA or Sharp Curettage v if | Item Cost |Umtsm Each|Cost Per| Number | Cost fo:.
Procedures used Iflc"‘“m“A from | Ttem (eg,100 | Umtt | of Umis this
ventory Form 3) aspirmm 1 Used Patient’
bottle)
C=A/B E=C*D

Education materials for contraceptive methods 0

Other (specify) O

Total Contraceptive Commodities Cost for this Patient (Sum contraceptive costs m column E)

"The equation for calculating cost per unit should be interpreted as follows divide the total item cost by the number of umts
per item (C=A/B)

The equation for calculating cost for this patient should be interpreted as follows multiply the cost per umt by the number of
units used for this patient (E=C*D)
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DATA ANALYSIS ISSUES

The Data Analysis section describes each Data Analysis Worksheets and Final Summary Sheets
i detail The Data Analysis Worksheets are available to pool your data from the Inventory and
Observation Forms, and Microsoft Excel spreadsheets are available from Ipas for data entry and
basic analysis The totals from the Data Analysis Worksheets can then be used to fill 1n the Final
Summary sheets

The basic calculations used to determine the cost and ALOS 1n each stage of the process are
sums, averages, and ranges, rather than potentially complicated inferential statistical procedures
However, PI should explore the data and be creative 1n the way results are presented For
example, using data collected on Patient Observation Form 1, researchers for a study in Oaxaca,
Mexico created a ratio to gauge the “efficiency” of PAC providers ** For each phase of treatment,
the researchers divided the amount of time patients interacted with providers by the total amount
of time patients spent 1n each phase The resulting ratio showed that, while the amount of time
staff provided services fell by 25%, the proportion of time patients spent with providers increased
by over 10% Thus, providers became more efficient so that patients’ ALOS decreased Other
studies have multiplied the total number of incomplete abortion cases per year by the total
opportunity cost savings per patient (Final Summary Sheet 2) to estimate the total opportunity
cost savings to a facility per year

Researchers should also remember that when conducting pre- and post-mtervention cost studies,
salary and overhead costs should only be estimated once during the baseline data collection phase
and then applied to both baseline and follow-up phase cost estimates If done 1n this way, then
there 1s no need to “control” or account for inflation from the time the pre-intervention and post-
intervention data are collected Finally, when conducting concurrent-control or other multi-site
studies, researchers should consider standardizing costs (salaries, supplies, equipment, and
overhead) across sites so that differences between sites are more 1nfluenced by the intervention
than by differences 1n salaries and unit costs between sites More information on standardizing
data can be found 1n the Guide for Using the DATAPAC Core Questionnatre Series for
Postabortion Care Operation Research **

As with all other forms and instructions described 1n this manual, the Data Analysis Worksheets
may need to be modified to best suit the circumstances at your study site or sites
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Data Analysis Worksheets

After completing data collection, the next step 1s to analyze the data to address the research
objectives The worksheets should be completed only after all data collection has been
completed

Pre-programmed Microsoft Excel spreadsheets are available from Ipas for data entry Once the
numbers are entered, Microsoft Excel will perform the calculations However, the data analysis
for this study 1s not difficult For researchers without access to spreadsheet software, these
calculations can easily be done by hand or with a calculator Instructions for using the Data
Analysis Worksheets appear at the top of each worksheet, and are explained below Modify these
worksheets (and the corresponding Microsoft Excel spreadsheets) as necessary to reflect the
service delivery characteristics at your site

DATAPAC Data Analysis Worksheet 1 Patient Time Worksheet

To calculate the total amount of time each patient spends 1n the facility (including waiting time),
prepare DATAPAC Data Analysis Worksheet 1 using data from Patient Observation Form 1
Follow these steps to prepare the worksheet

1 In the first column, list the facility identification number of each patient for whom a
Patient Observation Form 1 has been completed,

2 Enter the time subtotal for each of the three time frames (pre-procedure, procedure, and

post-procedure) for each patient from the column C subtotals on Patient Observation

Form 1,

Sum each row (horizontally) and write the total 1n the "Total Patient Tune" column, **

Sum all of the "Total Patient Time" figures to get "Total Time" for all patients, **

Count the number of patients listed 1n column one and place this number 1n the "Number
of Patients" box,

Wk W

6 D1vide the "Total Time" number by the "Number of Patients" number and place this
figure 1n the "Average Time/Patient" box, and, **
7 Write the lowest and highest times from the "Total Patient Time" column 1n the "Range

of Times" box

NOTE If this 1s a comparison study, Data Analysis Worksheet 1 must be completed once
to compile information on those patients treated with the standard model and once for
those patients treated with the PAC model

** This 15 calculated automatically 1n the Microsoft Excel worksheet




DATAPAC Data Analysis Worksheet 1. Patient Time Worksheet

Data Collector’s Name

Date completed (dd/mm/yyyy) ( /

_J )

Data Collector’s ID#

Treatment procedure used OEVA OMVA [OSCorD&C

OMVA with SC

Instructions for Use Complete one form for each group of patients by type of treatment (EVA, MVA, SC, MVA & SC)

1 Inthe first vertical column list the name or facility identification numbers of all patients
2 Enter the time subtotal for each of the three tume frames (pre-procedure procedure and post procedure) for each patient from the column C
subtotals on Patient Observation Form 1
3 Sum each row (horizontally) and write the total m the 'Total Patient Time column
4 Sum all of the ' Total Patient Time figures to get Total Time for all patients
5 Count the number of patients listed i column one and place this number 1 the Number of Patients box
6 Divide the Total Tune number by the Number of Patients number and place this figure in the Average Length of Stay (ALOS) box
7  Write the lowest and highest times from the Total Patient Time column m the Range of Times box
DATAPAC Data Analysis Worksheet 1: Patient Time Worksheet
# | PatientID # Pre-Procedure Procedure Time | Posi-Procedure | Total Patient
Time Time Time
)
R
K S
4 |\ ___
s |\ - -
6 \_
T\
L
N
oy
0
2y - -
3
4 - -
s\ -
Sum eof Total Patient Time
Number of Patients
Average length of stay (ALOS)
Range of Times to
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DATAPAC Data Analysis Worksheet 2 Provider Salary Worksheet

Prepare the DATAPAC Data Analysis Worksheet 2 to calculate the cost of the provider time spent .
on total patient care These worksheets are based on the data collected on the DATAPAC Patient
Observation Form 1 Follow these steps to prepare the worksheet

1 In the first column, list the faciity 1dentification numbers of all patients that the providers
treated,
2 Enter the cost subtotal of provider time spent with each patient for each of the three time

frames (pre-procedure, procedure, and post-procedure) from the column H subtotals on
Patient Observation Form 1,

3 Sum each row (horizontally) and write the total in the "Total Provider Salary Cost"
column, *#*

4 Sum all of the "Total Provider Salary Cost" figures to get "Total Salary Cost" for all
providers, *¥

5 Count the number of patients listed in column one and place this number 1n the "Number
of Patients" box,

6 Divide the "Total Salary Cost" number by the "Number of Patients" number and place
this figure in the "Average Cost/Patient” box, and, **

7 Write the lowest and highest figures from the "Total Provider Salary Cost"” column 1n the
"Range of Costs" box

NOTE If this 1s a comparison study, the DATAPAC Data Analysis Worksheet 2 must be
completed once to compile mformation on salary costs for those providers who treated
patients with the standard model and once to compile information on salary costs for
providers who treated patients with the PAC model

*% This 1s calculated automatically in the Microsoft Excel worksheet
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DATAPAC Data Analysis Worksheet 2* Provider Salary Worksheet

Data Collector’s Name

Provider Name &/or ID#

Data Collector’s ID#

Date completed (dd/mm/yyyy) (

Treatment procedure used UOEVA

OMVA

OSC or D&C

OMVA with SC

Instructions for Use Complete one form for each provider who treated study patients (including physicians, nurses, etc.)
1 Inthe first vertical column, list the name or facihity identification numbers of all patients that the providers treated
2 Enter the cost subtotal of provider time spent with each patient for each of the three time frames (pre procedure procedure and post

procedure) from the column H subtotals on Patient Observation Form 1

Sum each row (horizontally) and write the total m the Total Provider Salary Cost column

Sum all of the Total Provider Salary Cost figures to get Total Salary Cost for all providers

Count the number of patients histed i colurmn one and place this number 1n the Number of Patients box
Divide the Total Salary Cost number by the Number of Patients number and place this figure mm the Average Cost/Patient box

EN e NV B L]

Wrnite the lowest and highest figures from the Total Provider Salary Cost column in the "Range of Costs box

DATAPAC Data Analysis Worksheet 2: Provider Salary Worksheet

# | PatientID # Pre-Procedure Procedure Post-Procedure | Total Provider
Salary Cost Salary Cost Salary Cost Salary Cost

S
O
K N
4 |-
o
6 |-
T -
& |-
* \-—_ _ _ _ _ _ __
v
1
e\
e\ _
%\ __ _ _
s\ -

Total Salary Cest

Number of Patients

Average Cost per Patient

Range of Costs to
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DATAPAC Data Analysis Worksheet 3 Costs of Medication, Supphes and
Miscellaneous Instruments .

To determine the cost of materials and drugs used for each patient observed, prepare the
DATAPAC Data Analysis Worksheet 3 by following these steps

1 In the first vertical column, list the facihty 1dentification numbers of all patients for
which a Patient Observation Form 1 was completed,

2 Enter the cost subtotal for each type of medication, instrument, matenal, parts
and cannulae (if MV A) and contraceptive commodity, or process used for each
patient (from Patient Observation Form 2) 1n the appropnate column,

3 Sum each row (horizontally) and write the total in the "Total Cost for Each
Patient” column, **

4 Sum all of the "Total Cost for Each Patient" figures and write the answer 1n the
"Total Cost" box, **

5 Count the number of pattents listed 1n column one and place this number 1n the
"Number of Patients” box,

6 Divide the "Total Cost" number by the "Number of Patients" number and place
this figure 1n the "Average Cost/Patient” box, and,**

7 Wrte the lowest and highest figures from the "Total Cost for Each Patient”
column 1n the "Range of Costs" box

NOTE If this 1s a comparison study, the DATAPAC Data Analysis Worksheet 3 should be .
completed once to compile information on medication and supphes used for patients
treated with the standard model and once for patients treated with the PAC model

*% Thus 1s calculated automatically in the Microsoft Excel worksheet
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DATAPAC Data Analysis Worksheet 3: Costs of Medication, Supphes and Miscellaneous Instruments

Data Collector’s Name

Provider Name &/or ID#

Data Collector’s ID#

Date completed (dd/mm/yyyy) (

/ /

Treatment procedure used OEVA [OMVA

0 SC or D&C

OMVA with SC

Instructions for Use Complete one form for each group of patients by type of treatment (EVA, MVA, SC, MVA & SC)

SN Bhwn -

In the first vertical column, list the name or facility 1dentification numbers of all patients

Enter the cost subtotal for each type of medication instrument or process used for each patient (from Patient Observation Form 2) m the appropriate column

Sum each row (horizontally) and write the total 1n the Total Cost for Each Patient column

Sum all of the Total Cost for Each Patient figures and write the answer in the Total Cost" box
Count the number of patients listed 1 column one and place this number n the "Number of Patients box
Divide the 'Total Cost” number by the "Number of Patients” number and place this figure 1 the Average Cost/Patient box
Write the lowest and h1Ehest ﬁggs from the 'Total Cost for Each Patient colwmn 1 the Rangc of Costs box

DATAPAC Data Analysis Worksheet 3: Costs of Medication, Supphes and Viiscellaneous Instruments

# | Patient1D Drugs/Pain Mise Misc MVA Syringe | MVA Equpment Other Total Cost for
Control Instruments Materials (f applicable) Cannulae (f Sterihization/ Each Patient
apphcable) Disinfection

S
S
3 |l
4 |\
s\
6 | .
L
8 |0
9 {__ _ _ _
oy ___
| S
| P
K
4
s\

— Total Cost

Number of Patients

Average Cost per Patient

Range of Costs




DATAPAC Final Summary Sheets

Complete the final summary sheets by transferring information from the Data Analysis .
Worksheets Any differences between time spent and resources utilized 1n treating those patients

who were treated with the standard model versus those patients treated with the PAC model

should be readily apparent, given the layout of these forms

DATAPAC Final Summary Sheet 1 Average Duration of Patient Stay

DATAPAC Final Summary Sheet 2 Average Cost of Patient Stay

Following the directions on the Final Summary Sheets, transfer information from the Data

Analysis Worksheets to highlight time and cost differences between those patients treated with
SC and those treated with MVA

NOTE Modify these tables as necessary to reflect the service delivery characteristics at

your site The final summary sheets should be completed only once, and should be the last
forms completed
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DATAPAC Final Summary Sheet 1: Average Length of Patient Stay (ALOS)

Instructions for Use Average Length of Stay (ALOS) and time ranges are located on the bottom of the DATAPAC
Data Analysis Worksheet 1

A B C D
Time Component Standard Model PAC Model Difference Dufference (%)
A B=C (B/A)*100=D
ALOS
Range of Times per Patient to to ,;z% g M’% %/ %, oy

DATAPAC Final Summary Sheet 2 Average Total Cost of Patient Stay

Instructions for Use Average Salary Costs per Patient are from the DATAPAC Data Analysis Worksheet 2 Average
Medication, Supples, & Miscellaneous Costs per Patient are from DATAPAC Data Analysis Worksheet 3

A B C D
Cost Components Standard Model | PAC Model Difference Difference
(%)
A B=C (B/Ay*100=D
Average Salary Cost
Average Cost of Medication, Supples, &
Miscellaneous Instruments
Average Costs of Contraceptive Commodittes
TOTAL
Range to to 2 S ,,/ L ”//@:?/Z%%/é/ .

46



DISCUSSION

Now that data collection and analysis have been completed, 1t 1s time to use the results to
mmprove PAC services For instance, by following patients from admaission to discharge, you will
be able to recognize pomts 1n the treatment process where women wait excessively, or where
supphes and medications are either underutilized or used excessively These situations contribute
significantly to ALOS and treatment costs

It 1s important to be able to highlight the areas where modifications in practice would improve the
quality of care and/or reduce the use of resources associated with the care The PI will need to be
able to suggest to administrators ways to take advantage of the findings of the study such as through
patient management changes and adaptations to new treatment-related protocols

Taking Action on Time Data

Interview Form 1 1s the first resource that will provide insight into patient waiting time A patient
flow map, stmilar to Figure 1, 1s also a useful resource to use when addressing the root causes
behind long waits at a particular site These resources, along with Patient Observation Form 1
and, ultimately, Data Analysis Worksheet 1 will help the researcher determine 1f and where
potential changes 1n patient management are needed Time data can be used to set goals for
patient flow, to streamline patient routes, or to alter staffing patterns to accommodate patients 26
Some suggestions for usimg data to change practices follow

Set Goals for Patient Flow The time data from Data Analysis Worksheet 1 are especially useful

for setting goals to reduce waiting time by a given percentage within a given period of time The .
trme data can also be used to set goals for having patients spend at least a certain percentage of

time with providers, as opposed to just waiting 1n rooms or being shuffled from one location to

another These goals must be realistic, however, and are highly dependent on streamhning patient
routes

Streamline Patient Routes An enormous number of possibilities exist for improving patient
flow A few suggestions are presented below

e Mimmize the number of service stops a patient makes” (e g , change the location of the
procedures from the igh-demand operating room to a procedure room 1n the outpatient
or gynecology area),

e Reduce the number of steps 1n the treatment process and streamline patient flow to
minimuze the number of staff patients see,26 with this change, patients are not constantly
being moved to another room, and, most likely, to another waiting area to enter that new
room,

e Use patient waiting time as productively as possible (e g , if patients are having to wait a
long time for providers to discharge them, make sure that contraceptive counseling 18
presented to them during their wait), and,

e Assess administrative and medical protocols (e g , do discharge protocols contribute to
unnecessarily long stays?)
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Alter Staffing Patterns to Accommodate Patients Many of the changes that streamline patient
flow require changes 1n staffing patterns If the results of the study indicate that patients are
spending an excessively long time 1n any of the stages of care (pre-procedure, procedure, or post-
procedure), the researcher should determine at which stage this 1s occurring and then work to
alleviate the congestion There are many ways by which to smooth patient flow For instance, if
the patients are spending most of their tume waiting to see providers, the researcher might suggest
that admimstrators schedule additional staff if possible If patients are spending an unreasonably
long time at a particular step 1n the treatment process, the researcher may recommend that certain
staff need additional training 1n providing particular PAC services or that the extra time might be
spent providing other services, such as contraceptive counseling

Taking Action on Cost Data

The cost data collected during this study are intended to indicate the most cost-efficient model
for uterine evacuation procedures at the facility or facilities However, cost data can also be used
to reduce waste, set standards for productivity, make comparisons over time and across clinics,
plan for change, and determine charges for services 27 Some suggestions for ways 1 which these
data can be used to inform policy changes follow

Choosing between the standard model and PAC models If one model for treating incomplete
abortion 1s much more expensive than another, the researcher should then 1dentify the basis of
this difference For example, if the DATAPAC Final Summary Sheet 2 (costs) shows that one
procedure 1s much less expensive than the other, the researcher can review the worksheets to
look for differences between the costs of the two models The researcher might then see that
medication costs are mgher for the more expensive procedure (from Data Analysis Worksheet 3)
Investigating further, she or he might consult a sample of Patient Observation Forms 2 for both
models to determine whether different medications or equipment are indeed responsible for the
cost differential If so, the researcher can then recommend to the site staff to adopt the less
expensive model while being careful to maintain or improve quality of care Reviewing data
from completed cost studies, differences 1n costs and resources used typically arise when
¢ More staff are needed to provide services, such as the need for an anesthesiologist when
women put under general anesthesia for treatment with SC,
e There are differences 1n the types of medication or equipment used for the two models, or,
¢ One procedure requires longer facility stays, such as when women are made to wait longer
before treatment with SC 1n order for an operating room to become available

Reduce Waste The researcher may also attempt to identify trends and examine the data collected
on previous forms to discover the source of the wastage In the above example, for instance, the
researcher may find that certain medications are being prescribed and admimstered unnecessarily,
such as heavy sedatives when 1n fact light sedatives are medically sufficient

Plan for Change These data can help admunistrators determine their staffing needs for both the
standard model and the PAC model 1n the short- and long-run For instance, 1if administrators are
planning to change from a mixture of MVA and SC procedures to using only MV A for all
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appropriate cases, the provider time data from the Data Analysis Worksheet 2 and the Patient
Observation Form 1 can be used to determine the number of staff needed to handle the caseload .

Determine Charges for Services If cost recovery through the use of user fees 1s one of the goals
of the site managers, these data will highlight the vanable cost of providing services to patients
If limited cost recovery 1s attempted, these data can be used to educate patients on the proportion
of their service costs that they will be expected to contribute For example, data from cost and
resource use studies were used to reduce patient fees when, after adopting the PAC model,
patient fees were reduced by 50% and 75% in Peru and Paraguay, respectively 282°

CONCLUSION

This guide 18 designed to provide a “first step’ for researchers interested 1n 1dentifying the time
and resource utilization costs of providing services for the treatment of incomplete abortion As
noted throughout the gmde, some 1ssues are not covered fully or at all 1n this treatment of
conducting a cost and resource use study Therefore, researchers are encouraged to refer to other

DATAPAC Core Questionnaire Modules and also the other excellent sources referenced 1n this
gude

As with any research project, PAC cost and resource use studies require considerable time and
energy by both the research team and the site staff who will be using the results of the study to
mmplement changes in practices Nevertheless, the benefits of conducting PAC OR are enormous
Ultimately, we hope this manual will help all those who provide PAC services 1dentify numerous
opportunities for saving time and money while 1mproving the
quality of care that patients receive DATAPAC Coordmnator

Ipas

Good luck! We wish you success 1n carrying out your study and P O Box 999

welcome comments, questions, and suggestions about this manual | Carrboro, NC 27510-0999 USA
or the study itself Address all correspondence to Tel (919) 967-7052

Fax (919) 929-0258

datapac @1pas org

or visit our website at

http //datapac 1pas org
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GLOSSARY

Average cost

Commuon cost

Direct cost

Fixed cost

Indirect cost

Margmal cost

Non-common cost

Opportunity cost

Overhead cost
Total cost

Varniable cost

Also Average total cost This 1s the mean of the Total cost, or the
average cost attributable to providing a service such as emergency
treatment of incomplete abortion

When doing a comparative cost analysis, such as comparing SC and
MVA procedures, common costs are those that are identical regardless
of which procedure 1s used An example might be where the cost of a
pair of exam gloves 1s the same regardless of whether MVA or SC 1s
used to treat the incomplete abortion

Costs that are directly attributable to PAC services, such as the salary
of the provider performing the treatment or the costs of medical
supplies used by the PAC patient

Costs that remain constant (or almost constant) regardless of case load
Examples typically include overhead costs that change little whether a
clinic averages one PAC patient per day or per month

Costs that are not directly attributable to PAC services, such as the
salary of administrative personnel who handle patient records but have
no direct contact with patients

The cost of providing an additional service, such as the cost of adding
postabortion contraceptive counseling services to already existing
contraceptive services

When doing a comparative cost analysis, such as comparing SC and
MV A procedures, non-common costs are those that are umque for the
procedure used An example might be where the cost of MVA
cannulae, which are only used during an MVA procedure

Savings that occur by modifying PAC services are usually savings in
“opportunity costs” For example, many studies have shown that
treating incomplete abortion with MV A 1s less expensive than with
SC However, 1 most facilities, this translates into freeing up
resources for use with other services (e g , freeing up physician &
nurse time to work on other obstetric cases) rather than reducing actual
expenditures overall

Costs typically associated with the maintenance of a facility such as
costs for electricity, water, vehicle maintenance, & heating fuel

The entire cost associated with providing a service, including direct &
indrrect costs, fixed & vanable costs, etc

Costs that vary dependent on caseload Typically includes the cost of
certain medical equpment & supplies (MVA syringes and cannulae)
that change depending on whether a clinic averages one PAC patient
per day or per month
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What is DATAPAC?

The DATAPAC Guide to Using the Postabortion Care Patient Exit Interview 1s part of the
DATAPAC Core Questionnaire Series, a set of questionnaires and instruction guides that provide
an overview on how to design and conduct quantitative postabortion care (PAC) operation
research (OR) studies The DATAPAC Core Questionnaire Series 1s in modular form and
currently includes

Overview GUIDE TO USING THE DATAPAC CORE QUESTIONNAIRE SERIES FOR
POSTABORTION CARE OPERATIONS RESEARCH A general guide for designing
and implementing PAC OR

Module 1 GUIDE TO USING THE GENERAL INFORMATION QUESTIONNAIRE FOR
POSTABORTION CARE PATIENTS A brief questionnaire designed to umquely
1dentify study participants and sites

Module 2 GUIDE TO USING THE CLINICAL CASE REPORT FORM FOR POSTABORTION
CARE PATIENTS A questionnaire for documentmg the climcal presentation of

PAC patients and therr course of treatment as recorded 1n patient charts and other
records

Module 3 GUIDE TO ASSESSING RESOURCE USE IN THE PROVISION OF POSTABORTION
CARE A series of questionnaires designed to document resource use and cost of
providing PAC services

Module 4 GUIDE TO USING THE POSTABORTION CARE PATIENT EXIT INTERVIEW A
questionnaire for assessing the quality of PAC services from the patient’s

perspective, including measures of pain and understanding of PAC counseling
messages

Module 5 GUIDE TO USING THE OBSERVATION OF POSTABORTION CARE SERVICES
QUESTIONNAIRE An observation checklist for assessing the quality of PAC
clinical practice including 1ssues such as mfection control, pain management, and
information given to patients

Module 6 GUIDE TO USING THE POSTABORTION CARE SUPPLIES & EQUIPMENT

CHECKLIST An mventory of supplhies and equipment necessary for providing PAC
services

The DATAPAC Core Questionnaire Series 1s designed to be a guide for rapidly assessing the
quality and cost-effectiveness of PAC services These mstruments and guides are quantitative i
design and do not address qualitative research methodologies such as open-ended interviews or
focus groups The General Information Questionnaire (Module 1) 1s the backbone of the senes,
collecting general information designed to umquely 1dentify study participants and sites It 1s
mtended for use with all PAC OR studies that are designed based on this series For example, we
recommend that a researcher designing a PAC “Cost Study” consult both the Guide to Assessing
Resource Use in the Provision of Postabortion Care (Module 3) as well as the Guide to Using

the DataPAC Core Questionnaire Series For Postabortion Care Operations Research (Module
1)
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GUIDE TO USING THE POSTABORTION CARE PATIENT EXIT INTERVIEW DATAPAC Module 4

For more information, please g
The instruments included in the DATAPAC Core contact 3
Questionnaire Series are meant to serve as templates and may -
need to be modified for each study to reflect differences m DATAPAC Coordinator 4
treatment practices and study sites In addition to the Ipas ;{‘
DATAPAC Core Questionnaire Series, DATAPAC also PO Box 999 ;{
includes an electronic database of data from PAC OR studies gf;ﬂg)gm’ (I)\‘I5(2: 211510'09995313‘ %
and a library of supporting documentation such as protocols 2003 31 ; a1s EUée(x;rrlSu)on ) i
and reports These resources are free to anyone interested 1n Y 7
PAC OR Pl Ipas f of ak 919 929 0258 (fax) g
ease contact Ipas for more information or to make datapac@1pas org
contributions to DATAPAC ’
or visit our website at
datapac pas org ;
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Overview

The DATAPAC Guide to Using the Postabortion Care Patient Exit Interview (Module 4) 1s
mtended to be given to PAC patients after they have recerved all PAC-related services but before
they leave the hospital This questionnaire 1s part of the DATAPAC Core Questionnaire Series, a
set of questionnaires and mstruction guides intended to provide an overview on how to design
and conduct quantitative operations research (OR) studies on postabortion care (PAC) For more
mformation on DATAPAC , please see the Guide to Using the DataPAC Core Questionnaire
Series for Postabortion Care Operations Research (Module 1)

General Instructions for Interviewing PAC Patients

Interviewing patients about a sensitive subject 1s a delicate task There are various ste?s that a
Data Collector can take to ensure that a patient interview 1s as successful as possible

! The Data Collector should explain that the purpose of the interview 1s to help improve PAC
services at the health care facility and that the patient’s responses are desired and important

Informed Consent Form You should have a signed Informed Consent Form on file for

every participant 1n your study The forms should be locked and accessible only to research

staff Those patients unable to give informed written consent, such as when they are too

medicated, 1n too much pain or discomfort, or otherwise incapacitated, should not be

included 1n the study It 1s also important to 1dentify whether the interview 1s confidential or

anonymous This manual provides an example of a consent form that assumes responses are .
confidential You should also offer to give a copy of the form to each participant

2.

The Guide to Using the DataPAC Core Questionnaire Series for Postabortion Care
Operations Research (Module 1) also provides examples of an informed consent forms for

patients, providers, and other hospital staff, and copies of these forms can be obtained from
Ipas

.-

Allow the patient to refuse to answer any question, or to discontinue the interview
completely

If patient says “I don’t understand the question” or “what do you mean” or
otherwise seems confused, do not elaborate on or rephrase the question,

simply read the question again as 1t 15 written and ask them to answer 1t to

the best of their understanding

! Interview the participant 1n a private location, especially a location where

the patient’s answers cannot be overheard by non-study staff

Do not discuss the interview with anyone other than the study staff

Several other things can help make the patient more comfortable while being mterviewed
The mterviewer may want to wear everyday clothes, rather than a umform It may also help

-~

- o=

! Otsea K, Benson J, Measham D, Thorley M, Lidh R Program monitoring manual for postabortion care Ipas,
Carrboro, North Carolina 1998
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if the interviewer 1s a staff member who 1s not directly involved 1n the provision of the
woman's care

How to Complete this Form

!

-

.—

Participant Selection Checklist: Be sure to complete the checklist and informed consent
form before beginning data collection

Ask every question 1n the order 1n which they appear and 1n the way they

are wntten The parts of each question that are to be read to the patient are

in bold

For questions that have predetermined response categores or rankings (for example,
rarely/never, sometimes, routinely/always), the Data Collector should always read all
possible responses, even 1f the participant answers before the Data Collector has finished
reading all possible responses

Only place Patient’s Study ID Code on the form 1f you will need to link data from this
questionnaire to data from other data collection instruments This can best be accomplished,
for example, by using the DATAPAC General Information Questionnaire Module 1 (GIQ),
and then using the Patient Study ID Code from the GIQ to link to other questionnaires such
as the DATAPAC Postabortion Care Patient Exit Interview Module 4, or the DATAPAC
Climcal Case Report Form for Postabortion Care Patients Module 2 The Patient Study ID
Code 1s a umque number for each participating patient and 1s assigned by the study staff

Use a ballpoint pen when making corrections Strike through incorrect answer, make the
correction and 1nitial (see example below)

Example: How to correct or make changes to answers

Original response Origmal response with correction

Mantal status <##> Marital status <#>

1 Mamed rg/ 1 Marmed /{Vf%
2 Cohabitating, “In union™ O 2 Cohabitating, “In union” O

3 Single O 3 Single Q/
4 Divorced O 4 Dvorced ]

5  Widowed [} 5 Widowed O

44
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POSTABORTION CARE PATIENT EXIT INTERVIEW

DATAPAC Module 4
m%i g%‘%%; s "”i#% ‘?99 LI f’i’s "‘u:,;
§;§§i ig H §§ ¥ e ﬁa P X 1 # ztratlent Selecuon Checkllst N P B, v
v 1f the answer 1s
Patient has... YES
Requires emergency treatment for complications arising from 0
spontaneous abortion or induced abortion performed outside of the
study site Complications may mclude incomplete abortion, sepsis,
lacerations, utenine perforations, and other related mnjuries
Read (or been read) Informed Consent statement below O

If both boxes have been checked off, then you may proceed
with data collection!

21}&-3 13 154 T i3
i gs §;§3§§ 3 ’sjgii s

i ooy lInformed Consent Statement -~ < B e, e

Hello, my name 1s [name of Data Collector], and m order to assess the quality of services in this hospital, we are
conducting mterviews with some patients If you agree to participate, we may observe the care you receive, Ieview your
records, and/or we may ask you a few questions about your medical hustory and treatment while 1n the hospital

Any answers you give are completcly CONFIDENTIAL, meaning that no one other than the study staff will be able to
see your answers, and your name or address will NEVER be associated with the answers you give You have every
nght to refuse to participate 1n the study Whether or not you are 1n the study will not affect your treatment If you do
agree to be 1n the study, you may still refuse to answer any question or stop answering questions altogether

If you agree to participate 1n this study, please sign below

Signature of participant Date (dd/mm/yyyy)

Witness (usually Data Collector)

If you have any questions about this study later, please contact [Principal Investigator’s name and telephone number
and/or address]
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POSTABORTION CARE PATIENT EXIT INTERVIEW

5 Are these earmngs M
1 Padin cash 02
2 Padm kind 03
3 Both m cash and in kind 04
4  Other (please explain) 0 No data
6 Are you able to read and write (in any language)? O Yes
O No
0O No data
7 How many years of education have you completed?
O No data
8 What 1s your marital status® 01
1 Single 02
2 Marned (only wife) a3
3 Married (co-wife) 04
4 Cohabitating 05
S Davorced 06
6 Widowed 07
7 Other (please O No data
explam)
REPRODUCTIVE HISTORY

Now I would hike to ask you a few questions about any past pregnancies

How many times have you ever been pregnant (including this one)?
If the answer s “17, then skip to Access to Care Section

0 No data
How many children have you had that were born ahve, even 1f they died shortly
after birth? —
O No data
How many children have you had that were dehivered stillborn?
0 No data
How many times have you miscarried?
0O No data
‘What was the outcome of your last (not current) pregnancy” (Choose only one) 01
1 Lave birth 02
2 Stillborn 03
3 Miscarrage 0 No data
When was your last pregnancy completed (prior to current pregnancy)? /
mm/yyyy
O No data

ACCESS TO CARE

Now I would hike to ask you a few questions about how you got to this facility, and how
easy or difficult it was for you to get treated here

How long did 1t take you to get to this facihity once you decided to come?

hours  minutes

(1 No data
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POSTABORTION CARE PATIENT EXIT INTERVIEW

How did you get to this facility? 01
1 Prnvate car 02
2 Taxi 03
3 Bus 04
4 Ambulance 05
5 Walking 06
6 Other (please 0 No data
explain)
Why did you come to this facility for help? (Choose all that apply) v all that apply
1 Closest to your home 01
2  Only facihity that you know of 2
3  You were told by a friend or fanuly member 03
4 You were told by a medical person 04
5 Other (please 05
explam) 00 No data
Did you first go to another place for treatment of your symptoms, and then were 0 Yes
told to come here? O No
O No data
‘Where you sent home and asked to come back for treatment later? O Yes
O No
00 No data
Did anyene accompany you to the hospital? (If NO, skip to Question ) O Yes
J No (skap to
O No data
If YES, who accompanied you to the hospital? (Choose all that apply) v all that apply
1 Husband or partner 01
2 Parent(s) a2
3 Another fanmly member 03
4 Frend(s) 04
5 Neghbor 0s
6 Other (please 06
explain) O No data
Once you got to the facility, did you have any difficulty locating services? (Choose ¥ all that apply
all that apply) 01
1 No 02
2 Not enough signs 03
3 Not enough information 04
4 Not enough money to pay for services 05
5 Hospital staff were unhelpful 06
6 Other (please 0 No data
explain)
Did anyone or anything stop or delay you from getting services? (Choose all that v all that apply
apply) 01
1 No 02
2 Services were closed 03
3 Ineededidentification 4
4 Ihad to pay fees before getting services 05
5 Ihad to buy supphes before getting services 06
6 Other (please 0 No data
explain)
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POSTABORTION CARE PATIENT EXIT INTERVIEW

Please estimate the amount of time (1n hours and mmutes) that you waited from the
time that you arrived until a provider examined you”

hours__ minutes

O No data
While you were waiting for treatment, did you spend most of your time {Choose
only one) m
1 Seated (in a chair or on a bench) 2
2 Seated or lymng down on floor 13
3 Lymg down on gurney, stretcher, or bed 04
4 Standing 05
5 Walking 06
6  Other (please 0 No data
explamn)
How many vaginal exams did you have while you were being treated at this facthty? __ __
(0 No data

After your treatment, please eshmate the amount of time (in hours and minutes)
you waited in the procedure area before being taken to a recovery area

hours _ nunutes
0 No data

Also, please estimate the amount of fuime (in hours and minutes) you waited 1n the
recovery area to be discharged”

hours _ nunutes

O No data
PATIENT AND PROVIDER INTERACTION

Now I would like to ask you a few questions about how you were treated by the staff
at this facility
Did the provider who treated you tell you lus or her name” O Yes

U No

O No data
During your treatment, did the staff members call you by your name? O Yes

O No

O No data
Before your treatment procedure, did a physician or nurse talk to you about the O Yes
cause of your medical problem? O No

0 No data
Before your treatment procedure, did a physician or nurse talk to you about the C Yes
treatment so that you understood what was going to be done? C No

O No data
After the procedure, were you told about the results of your treatment? C Yes

O No

0 No data
Were you asked if you had any questions about your condifion or your treatment? O Yes

O No

0O No data
If you asked questions about your condifion or your treatment, were your questions [ Yes
answered so that you could understand?® I No

O No questions

O No data
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POSTABORTION CARE PATIENT EXIT INTERVIEW

Overall, do you feel hike you were treated kindly or with respect at this facility? C Yes

O No

0O No data

PAIN AND PAIN MANAGEMENT

Now I would hke to ask you some questions about any pain or discomfort yon may
have felt while bemg treated at this facility
On a scale of 0 to 10, where 01s “no pain” and 10 1s the worst pamn you can imagme,
please rate the pain you felt while warting for treatment —_

0 No data
Where you asked about being in pain while warting for treatment” O Yes

0 No

O No data
If you said that you were 1n pain, were you offered any pain medication while O Yes
waiting for treatment? O No

0 No pain

O No data
On a scale of 0 to 10, where 0 1s “no pamn® and 10 1s the worst pain you can imagine,
please rate the pain you felt during the procedure R

0 No data
Where you asked about bemng 1n pain during the procedure® O Yes

O No

U No data
If you said that you were 1n pain, were you offered any pain medication during the O Yes
procedure? 0 No

O No pamn

U No data
Where you conscious or awake during the procedure® O Yes

C No

[ No data
On a scale of 0 to 10, where 015 “no pain” and 10 1s the worst pam you can imagine,
please rate the pain you felt while warting in the recovery area —

O No data
Where you asked about being m pain while waiting win the recovery area® O Yes

{1 No

O No data
If you said that you were 1n pain, were you offered any pain medication while O Yes
waiing in the recovery area” O No

O No pain

O No data

EXPENSES FOR PATIENT

I would now like to ask you a few questions about how much 1t cost you are your
family to pay for services here
Please estimate how much 1t cost you to travel to the facility (In local currency)

O No data
How much did you or your family have to pay in fees to this facihity? (In local
currency) C No data
Did you or your family have to pay extra for medications and supphes? JYes

0O No

[ No data
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POSTABORTION CARE PATIENT EXIT INTERVIEW

If YES, then how much did you or your family spend for medications and supphes?

(In local currency)

0 No data

Were you required to pay the fees or pay for medications and supphes before 0 Yes
recelving any treatment? U No
d No data
Did you have to buy food while you were recerving treatment at this facility? IfNO, 7 Yes
skip to Question ## JNo
J No data
If YES, then how much did you or your family spend for food for you while you
were at the facility” (In local currency) 7 No data
Did you have to pay for anythmg else while receiving treatment at this facithity”? (In.~ 0 Yes
local currency) If NO, then skip to Question ##) T No (go to
O No data
H YES, then what else did you have to pay for and how much did it cost?
(Please list items and costs below)
What did you think of the costs for your treatment” 01
1 Too httle 02
2 They were okay 03
3 Too much 04
4 Other (please 0 No data
explan)
CONTRACEPTIVE KNOWLEDGE AND USE
1 would know like to ask you a few guestions about your use of contraceptives
Before coming to the hospital this time, had you ever keard about methods to C Yes
prevent pregnancy? If NO skip to ?? O No
(0 No data
Before coming to the hospital this ime, had you ever used a method to prevent C Yes
pregnancy? If NO skip to 77 0O No
0 No data
What method(s) of contraception have you ever used? (Choose all that apply) v all that apply
1 Condom (Male or Female) 01
2 Spermcde (Foam, Tablet, Gel, Jelly, Film) o2
3 Diaphragm or Cervical Cap 03
4 Oral Contraceptives (Combined Oral Contraceptive, Progestin-only Pill) 4
5 Injectable (Depo-Provera, Net-pellets) 05
6 Implant (Norplant) 06
7 I1IUD o7
8 Female Sterilization 08
9 Male Sterithzation 09
10 Lactational amenorrhea
11 Penodic Abstinence (Rhythm/Calendar, Basal Body Temperature, Cervical 010
mucus/ Bilhings method) 011
12 Withdrawal 012
13 Traditional Methods (Herbs, etc ) 013
14 Other (specify) 014
O No data

7
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POSTABORTION CARE PATIENT EXIT INTERVIEW
Were you or your partner using a contraceptive method when you became 0 Yes
pregnant this ime? [f NO skip to 77 O No (go to

U No data
I “YES”, what method were you using”? (Choose all that apply) v all that apply
1 Condom (Male or Female) |
2 Spermicide (Foam, Tablet, Gel, Jelly, Film) 2
3 Diaphragm or Cervical Cap 03
4 Oral Contraceptives (Combined Oral Contraceptive, Progestin-only Pill) 4
5 Injectable (Depo-Provera, Net-pellets) 05
6 Implant (Norplant) 06
7 IUD 07
8 Female Sterihzation 08
9 Male Sterthization "
10 Lactational amenorrhea
11 Periodic Abstinence (Rhythm/Calendar, Basal Body Temperature, Cervical 110
mucus/ Billings method) o1
12 Withdrawal 012
13 Traditional Methods (Herbs, etc ) 013
14 Other (please explamn) Ui4
{0 No data
If you were not using a contraceptive method when you got pregnant this time, why v all that apply
not? (Choose all that apply) o1
1 Current pregnancy was planned 02
2 Not planning to have sex 03
3 Contraceptives not availlable 04
4  Cost of contraceptives(s) 05
5 Partner opposed 06
6 Concerns about contraceptive (side effects, health risks, etc ) 07
7 Rehgious of moral reasons
8 Other (please explain) 08
O No data
D1d you plan this pregnancy at this time? O Yes
I No
C No data
Did you want or desire this pregnancy at this fume? [ Yes
O No
0 No data
Do you desire a future pregnancy? O1
1 No - Never 02 (goto #)
2  Yes - Immediately (within 3 months) (If YES then skip to next Section) 3
3 Yes — Within two years 4
4  Yes — More than two years s
5 Other (please explain) O No data
IDid you request a contraceptive method or methods during your treatment” OYes
O No (goto#)
C No data
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POSTABORTION CARE PATIENT EXIT INTERVIEW

I YES, what contraceptive method or methods did you want? (Choose all v all that apply
that apply) 01
1 Condom (Male or Female) 2
2 Spermicide (Foam, Tablet, Gel, Jelly, Film) K]
3 Draphragm or Cervical Cap 04
4 Combined Oral Contraceptives 05
5 Progestin-only Pill (Mim-Pill) 06
6 Injectable (Depo-Provera, Net-pellets) 07
7 Implant (Norplant)
08
8§ IUD
9 Female Sterthzation 09
10 Male Sterihzation (information for your partner) 010
11 Periodic Abstinence (Rhythm/Calendar, Basal Body Temperature, Cervical 011
mucus/ Billings method) 012
12 Withdrawal 013
13 Traditional Methods (Herbs, etc) 014
14 Other (please explan) O No data
Were you given the contraceptive method or methods you wanted? C Yes
ONo(goto#)
O No data
If NO, then why were you told that you could not have the contraceptive or v all that apply
contraceptives you wanted? (Choose all that apply) 01
1 Contraceptive was not available 0
2 Contraceptive was not recommended for medical reasons 03
3 Other (please explain) 0 No data
Were you given a contraceptive method or methods? (If NO, then skip to Question O Yes
##) ONo(goto#)
J No data
If YES, what contraceptive method or methods were you given? (Choose all v all that apply
that apply) o1
1 Condom (Male or Female) a2
2 Spermicide (Foam, Tablet, Gel, Jelly, Film) 03
3 Diaphragm or Cervical Cap 04
4 Combined Oral Contraceptives 0s
5 Progestin-only Pill (Mam-Pill) 06
6 Injectable (Depo-Provera, Net-pellets) a7
7 Implant (Norplant)
08
8 IUD
9 Female Sterithzation 9
10 Male Sterihzation (information for your partner) 010
11 Periodic Abstinence (Rhythm/Calendar, Basal Body Temperature, Cervical 011
mucus/ Bilings method) Uiz
12 Withdrawal 013
13 Traditional Methods (Herbs, etc ) 014
14 Other (please explain) O No data

7
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POSTABORTION CARE PATIENT EXIT INTERVIEW
If you were given CONDOMS, were you told (Choose all that apply)
That you have the right to choose whether or not to use condoms? v all that apply
2 How to properly place a condom on the pems (or insert a FEMALE CONDOM mto 01
the vagina)? o2
3  Where to get additional condoms when you run out? 03
4  To always have your partner put on the condom before his penis penetrates your 4
vagina (or to wsert a FEMALE CONDOM before his penis penetrates your vagina)? 5
5 To always remove the condoms before your partner looses his erection? 06
6 To use a new condom each time you have sex? 07
7 How to store the condoms? 08
8 That condoms may help protect you against sexually transmitted infection such as 09
HIV?
9 What to do 1f you muss a period? 10
10 Other (please explain) U No data
If you were given SPERMICIDES (FOAM, TABLET, GEL, JELLY, FILM), were
you told (Choose all that apply) v all that apply
1  That you have the night to choose whether or not to use spermicides? 01
2 How to properly 1nsert spermicides into the vagma? 02
3 Where to get additional spermicides when you run out? 03
4  To always 1nsert the spermicide into your vagina at least one hour before hus penis 04
penetrates your vagina? 0s
5 Tore-nsert more spermicide each time you have sex? 06
6  That spermicides may help protect you against sexually transmitted mfection such as o7
HIV?
7  What sort of side-effects you mught have while using spermicides (itching, 08
discomfort)? 09
8 What to do 1f you muss a period? [ No data
9  Other (please explain)
If you were given a DIAPHRAGM OR CERVICAL CAP, were you told (Choose
all that apply) v all that apply
1 That you have the nght to choose whether or not to use a diaphragm or cervical cap? [O1
2 To always use your diaphragm or cervical cap with a spermicide? 02
3 How to correctly msert your diaphragm or cervical cap? 03
4 To check and make sure your diaphragm or cervical cap 1s properly mnserted before 4
having sex again? 05
5  You should check to make sure the diaphragm or cervical cap 1s not cracked or 06
broken before you use 1t? o7
6 That diaphragms and cervical caps may help protect you against sexually 08
transmutted infection such as HIV?
7  What sort of side-effects you might have while using a diaphragm or cervical cap b9
(discomfort, etc )? 0 No data
8 What to do 1if you muss a period?
9 Other (please explain)

10
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If you were given COMBINED ORAL CONTRACEPTIVES (the PILL), were you
told (Choose all that apply) v all that apply
1 That you have the right to choose whether or not to use the Pill? )
2 How to get more Pills when you run out? 02
3 That you should take a Pill everyday, regardless of whether or not you plan to 03
have sex that day” 04
4 To try to take the Pill at the same time each day (such as first thing in the 05
mornng)? 06
5 What to do if you forget to take a Pill one day” a7
6 That the Pill does not help protect you from sexually transmmtted infections 08
such as HIV 09
7  What sort of side-effects you might have while using the P1ll (changes in your
menstrual patterns, werght gain, etc )? 010
8 That you should not use the Pill if you are breast-feeding U No data
9 'What to do if you nuss a period?
10 Other (please explain)
If you were given PROGESTIN-ONLY PILLS (the Mum-PILL), were you told
(Choose all that apply) v all that apply
1 That you have the right to choose whether or not to use the Mim-Pill? 01
2 How to get more Mim-Pills when you run out® o2
3 That you should take a Mimi-Pill everyday, regardless of whether or not you 03
plan to have sex that day? 4
4 To try to take the Mim-Pill at the same time each day (such as first thing in the 5
morning)? 06
5 What to do if you forget to take a Mum-Pill one day” o7
6 That the Mini-Pill does not help protect you from sexually transmmtted 08
mfections such as HIV
7 What sort of side-effects you mught have while using the Mim-Pill (changes in 9
your menstrual patterns, weight gain, etc )? O10
8 That it 1s okay to use the Mim-Pill if you are breast-feeding 0 No data
9 What to do if you miss a period?
10 Other (please explain)
If you were given INJECTABLES (Depo-Provera, Net-pellets), were you told
(Choose all that apply) v’ all that apply
1 That you have the right to choose whether or not to use an mjyectable? 0ot
2 How long the mjection protects you from pregnancy 02
3 How to get another mnjection when 1t is time? 03
4 That myectables do not help protect you from sexually transnutted infections 04
such as HIV 05
5 What sort of side-effects you mght have while using injectables (changes in 06
your menstrual patterns, weight gain, etc )? 07
6 What to do if you miss a pertod? 0 No data
7 Other (please explam)
11
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If you were given an IMPLANT (Norplant), were you told (Choose all that apply)
1 That you have the rnght to choose whether or not to use an implant? v all that apply
2 How long the implant protects you from pregnancy (up to 5 years) 01
3 How to get another implant when 1t 1s fime? 02
4 How to get the implant removed 1if you decide you want to try to become 03
pregnant? 04
5 That implants do not help protect you from sexually transmutted infections 05
such as HIV a6
6 What sort of side-effects you mught have while using implants (changes in your o7
menstrual patterns, weight gam, etc )? 08
7 What to do if you muss a perrod? 0 No data
8  Other (please explain)
H you were given an IUD, were you told (Choose all that apply)
1 That you have the nght to choose whether or not to use an IUD? v all that apply
2 How long the implant protects you from pregnancy o1
3 How to get another IUD when 1t 1s time? 02
4 How to get the IUD removed if you decide you want to try to become pregnant? 3
5 How to check for the IUD “string” to make sure 1t 1s still properly m place? 04
6 That IUDs do not help protect you from sexually transmitted ifections suchas 5
HIV
7 'What sort of side-effects you might have while usmmg IUDs (changes 1n your gg
menstrual patterns, discomfort, etc )? 08
8 What to do if you nuss a period? 9
9 Other (please explain) 0 No data
If you were given a FEMALE STERILIZATION procedure, were you told
(Choose all that apply) v all that apply
1 That you have the right to choose whether or not to be sterihzed? 01
2 That sterihzation 1s permanent” a2z
3 If you had a tubal hgation (or your tubes “tied”), that you should use another 03
contraceptive method for the first 3 months after the surgery 04
4  That sterihzation does not help protect you from sexually transmmtted as
mfections such as HIV 06
5 What sort of side-effects you nuight have after being sterihzed (discomfort, 07
etc)?
6 What to do if you nuss a period? {0 No data
7 Other (please explain)
Were you given an appomtment to talk to someone else about contraceptives? O Yes
O No
O No data
POST-TREATMENT COUNSELING
1 would now hke to ask you a few questions about any information you were given
Were you told
Normal bleeding varies from none to the equivalent of a heavy menses? O Yes
O No
0 No data
Bleedmg may last from three days to light bleeding for up to three weeks? [ Yes
ONo
0 No data
Where to go for medical care and information” 0 Yes
O No
0 No data
12
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To take paracetomol for cramping?

OYes
ONo
O No data

To rest for at least 24 hours?

O Yes
O No
0O No data

Usnal activities may be resumed when comfortable after 24 hours?

O Yes
O No
0 No data

Sexual intercourse may be resumed 1 week after bleeding stops?

O Yes
O No
O No data

Condoms should be used for sex for the first week after abortion,
regardless of whether or not you want to get pregnant again soon”

0 Yes
ONo
O No data

To avord douching?

0 Yes
0 No
O No data

Fertility can return 1n as soon as 10 days”

0 Yes
0 No
0 No data

Rusk factors for Sexually Transmitted Infections®

O Yes
ONo
0 No data

How to prevent Sexually Transmitted Infections?

OYes
O No
0 No data

Where to obtain other reproductive health services?

O Yes
O No
0 No data

Were you told to come back to get treated if you

Have severe or 1ncreased pain”

O Yes
O No
0 No data

Develop a fever?

0O Yes
0O No
0 No data

Develop chills or extreme tiredness?

O Yes
O No
0 No data

Continue to bleed for more than 3 weeks?

0 Yes
ONo
0 No data

Bleed more heavily than your normal period?

O Yes
O No
0O No data

Pass a clot that 1s more than >8 cm 1n s1ze?

0 Yes
0 No
0 No data

13
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POSTABORTION CARE PATIENT EXIT INTERVIEW

No bleedmg coupled with abdommal pain? O Yes

0O No
00 No data

Have concerns about the treatment or health” O Yes

O No
O No data

Were you given a follow-up appomtment? (If NO, then skip to Question ##) 0O Yes

0 No
0 No data

MISCELLANEOUS QUESTIONS
I just have a few more questions for you

If a friend or relative needed help, would you recommend this facility t them? O Yes

0O No
0 No data

If NO, then why would you not recommend this facility to a friend or
relative? (Please explain)

Dhd you feel ke you had enough privacy while being treated at thus facility? O Yes
ONo
0 No data
Do you now have any concerns about your health following the treatment you O Yes
recerved? O No (go to
O No data

If YES, what are your concerns”

Please tell me any other comments that you would like to make?

Thank you very much for letting me talk with you today'

Interview completed

O Yes
Date / / Time
ONo (dd/mm/yyyy) (24 hour time)
Reviewed by Site
Coordinator
Print name Signature

14
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The DATAPAC Guude to Using the Observation of Postabortion Care Services Questionnaire 18
part of the DATAPAC Core Questionnaire Series, a set of questionnaires and mstruction guides
that provide an overview on how to design and conduct quantitative postabortion care (PAC)
operation research (OR) studies The DATAPAC Core Questionnaire Series 1s 1n modular form
and currently includes

Overview GUIDE TO USING THE DATAPAC CORE QUESTIONNAIRE SERIES FOR
POSTABORTION CARE OPERATIONS RESEARCH A general guide for designing
and 1mplementing PAC OR

Module 1 GUIDE TO USING THE GENERAL INFORMATION QUESTIONNAIRE FOR
POSTABORTION CARE PATIENTS A brief questionnaire designed to uniquely
identify study participants and sites

Module 2 GUIDE TO USING THE CLINICAL CASE REPORT FORM FOR POSTABORTION
CARE PATIENTS A questionnaire for documenting the clinical presentation of

PAC patients and their course of treatment as recorded 1n patient charts and other
records

Module 3 GUIDE TO ASSESSING RESOURCE USE IN THE PROVISION OF POSTABORTION

CARE A series of questionnarres designed to document resource use and cost of
providing PAC services

Module 4 GUIDE TO USING THE POSTABORTION CARE PATIENT EXIT INTERVIEW A
questionnaire for assessing the quality of PAC services from the patient’s

perspective, including measures of pain and understanding of PAC counseling
messages

Module 5  GUIDE TO USING THE OBSERVATION OF POSTABORTION CARE SERVICES
QUESTIONNAIRE An observation checklist for assessing the quality of PAC
clinical practice including 1ssues such as mfection control, pain management, and
information given to patients

Module 6 GUIDE TO USING THE POSTABORTION CARE SUPPLIES & EQUIPMENT

CHECKLIST An inventory of supplies and equipment necessary for providing PAC
services

The DATAPAC Core Questionnaire Series 1s designed to be a guide for rapidly assessing the
quality and cost-effectiveness of PAC services These instruments and guides are quantitative in
design and do not address qualitative research methodologies such as open-ended interviews or
focus groups The General Information Questionnaire (Module 1) 1s the backbone of the series,
collecting general information designed to umquely 1dentify study participants and sites It1s
mtended for use with all PAC OR studies that are designed based on this series For example, we
recommend that a researcher designing a PAC “Cost Study” consult both the Guide to Assessing
Resource Use n the Provision of Postabortion Care (Module 3) as well as the Guide to Using

the DataPAC Core Questionnaire Series For Postabortion Care Operations Research (Module
1)

1<
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The mstruments included 1 the DATAPAC Core
Questionnaire Series are meant to serve as templates and may

For more information, please

need to be modified for each study to reflect differences mn contact ?
treatment practices and study sites In addition to the DATAPAC Coordinator i
DATAPAC Core Questionnaire Series, DATAPAC also Ipas 4
mcludes an electronic database of data from PAC OR studies PO Box 999 4
and a library of supporting documentation such as protocols Carrboro, NC 27510-0999 USA |,

and reports These resources are free to anyone interested 1n 919 967 7052 (International)

PAC OR Please contact Ipas for more information or to make 300 334 8446 (IPS only) ,
contributions to DATAPAC 19929 0258 (fax) f’{z
datapac @1pas org y
or visit our website at /
datapac ipas org :
%
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Overview

The DATAPAC Gutde to Using the Observation of Clinical Services Questionnaire (Module 5)
requires observations of postabortion care patients from the time they first present at the facility
until they leave This questionnaire 1s part of the DATAPAC Core Questionnazire Sertes, a set of
questionnaires and instruction guides intended to provide an overview on how to design and
conduct quantitative operations research (OR) studies on postabortion care (PAC) For more
information on DATAPAC , please see the Guide to Using the DataPAC Core Questionnaire
Series for Postabortion Care Operations Research (King et al, 1998)

General Instructions for Observing PAC Services

There are various steps that a Data Collector can take to ensure that observing PAC services 1s as
unobtrusive as possible

! Informed Consent Form You should have a signed Informed Consent Form on file for
every participant 1n your study The forms should be locked and accessible only to research
staff It 1s essential to get the consent of both the patient and the provider before observing
their interaction Those patients unable to give informed written consent, such as when they
are too medicated, 1n too much pain or discomfort, or otherwise incapacitated, should not be
included 1n the study You should also offer to give a copy of the form to each participant
The Guide to Using the DataPAC Core Questionnaire Series for Postabortion Care

Operations Research (King et al, 1998) provides an example of an informed consent form, .
and copies of these forms can be obtained from Ipas

.

As patient observation could cause providers to perform differently, observers must develop
good rapport with clinic staff and strive to minimize disruptions during the treatment of the
patient It 1s also important to note that both providers and patients may behave differently
when they know they are being observed Conducting a number of observations of service
provision can help overcome this problem as far as the provider 1s concerned Providers who
are repeatedly observed may tend to ignore the observer and act as they would during a
routine provider-patient encounter

The Data Collector should also explain to providers that the purpose of the observation 1s not
to assess their personal performance, nor will information gathered through the observation
be provided to their superiors to be used in a performance appraisal The purpose of the study
1s for the observer to get a sense of how PAC services are provided overall at the health care
facility The observation 1s only one part of a larger process, with the overall goal of
immproving PAC services at the health care facility

Even 1f trained m the provision of PAC services, the Data Collector should let the provider
know that she or he 1s not an “expert” who can be consulted during the session The role of a
Data Collector 1s solely that of observer

-—_

-

? Otsea K, Benson J, Measham D, Thorley M, Lidh R Program momtoring manual for postabortion care Ipas,
Carrboro, North Carolina 1998 .

Jo!
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The Data Collector may want to dress in neutral colored clothing to mimimize drawing
attention to her or himself

Before the session begins, the Data Collector should find a place to sit or stand so that the
patient-provider interaction can be seen clearly However, 1t 1s important that the Data
Collector not be 1n the way of the either the provider or patient Hovering too close to the
patient or provider can cause them to be uncomfortable

During the session, the Data Collector should remain quiet and still so as not to distract the
patient and provider Writing on the forms should be done as discreetly as possible

Allow the patients and providers to refuse to be observed at any time, or to discontinue the
observation completely

Do not discuss your observations with anyone other than the study staff

All observers need accurate watches so that they can record the actual time (hours and
minutes) events occur

No more than one person should observe services at any one time
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How to Complete this Form

! Participant Selection Checklist: Be sure to complete the checklist and informed consent

form before beginning data collection

-un

Only place Patient’s Study ID Code on the form 1f you will need to link data from this
questionnarre to data from other data collection mnstruments Thus can best be accomplished,
for example, by using the DATAPAC General Information Questionnaire Module 1 (GIQ),
and then using the Patient Study ID Code from the GIQ to hink to other questionnaires such
as the DATAPAC Postabortion Care Patient Exit Interview Module 4, or the DATAPAC
Chinmical Case Report Form for Postabortion Care Patients Module 2 The Patient Study ID
Code 1s a unique number for each participating patient and 1s assigned by the study staff

Use a ballpoint pen when making corrections Strike through incorrect answer, make the
correction and 1nitial (see example below)

L}

Example: How to correct or make changes to answers

-

Ongmal response Ongmal response with correction
Mantal status Mantal status o~
1 Mamed B |1 Mamed T g
2 Cohabitating, “In union” 02 2 Cohabitating, “In union” 02
3 Single 03 3 Single B3
4 Davorced 04 4 Divorced 04
5 Widowed 05 5 Widowed 05
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OBSERVATION OF POSTABORTION CARE

SERVICES QUESTIONNAIRE
DATAPAC Module 5

v 1f the answer 1s

The patient . YES
Requires emergency treatment for complications arising from O
spontaneous abortion or induced abortion performed outside of the

study site Complications may include incomplete abortion, sepsis,

lacerations, uterine perforations, and other related mjuries

Has read, or been read, and has signed the Informed Consent Form 0
for Patients

Only 1f both boxes have been checked, then you may proceed
with data collection!

Instructions

1 Observe the postabortion care services provided to each study patient from
the time she arrives at the facility until she leaves

2 Attempt to answer each question, except those questions indicated by the
“skip” patterns

3 Allow the participants, both patients and staff, to refuse to be observed at

any time
4 Make all marks with a “ball point” pen, and strike through and mnitial all
corrections or changes

Remember to complete the Informed Consent Form!

7z
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1 | Observer ID Number __ __
2 |Pattent’sIDCode __ _ _
3 | Date Observation Began / /
<dd/mm/yyyy>
4 | Time Observation Began
hours  minutes
(24 hour fime)
i, i lj P e B T G i i T R hgE L gt HE P
lE Eﬁ% il ub E a’@f i OBSERVA’I‘ION OF PRESENTATION TO FACILITer i o3 70 5 g.u
L LI B B e T T e T e e et (1 [ ey g gL
5 | Did you observe patient’s amnval at the facility? If NO skip to Question 22 OYes
0 No (skip to 22)
6 | Who first greeted patient? o1
1 Obstetnician/Gynecologist (OB/GYN) 02
2 General Physician 03
3 Resident Physician or Resident OB/GYN 04
4 Medical Intern 05
5 Nurse or Nurse Midwife 06
6 Nursing assistant o7
7 Midwife (tramned or untrained) 08
8 Receptiomst, Secretary, Custodian, etc Oo9
9 Other (please specify) O Not observed
7 | Inyour opmon, how was patient greeted? <#> 01
1 Supportrively (skip to Question ) 02
2 Neutrally 03
3 Negatively 0 Not observed
8 | If the patient was grested “Negatively”, do you think this was related to her bemng OYes
dentified as a postabortion care patlent‘7 [0 No
O Not observed
9 | Dud the person grecting the patient communmicate m a language she appeared to OYes
understand? ONo
{1 Not observed
10 | If the staff member could not directly commumcate with the patient, was someone OYes
available to translate? ONo
{0 Not observed
11 | Dud the staff member who greeted the patient itroduce him or herself by name? OYes
O No
O Not observed
12 | Dud the staff member who greeted the patient call the patient by her name? OYes
{0 No
J Not observed
13 | Did the patient appear to be capable of commumicating with staff (1 e was she conscions U Yes
and alert)? If NO, then skap to Question 13 ONo (skapto #)
O Not observed
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14 | Was the patient acoompamed to the fac1hty" UYes

ONo
0 Not observed
15 | Was the patient or person accompanying patient required to obtamn medications or O Yes
supplied before treatment could begin? O0No
O Not observed
16 | Was the patient or person accompanying patient required to pay for services before U Yes
treatment could begin? UNo
O Not observed
17 | Were the following 1tems available for the patient to use while waiting to be examined?
(please check all that apply) 01
1 Standing area only 02
2 Charrs or benches O3
3 Couches 04
4 Beds O Not observed
18 | Was the waiting area protected from the weather (1¢ sun, ramn, cold temperatures, etc )? [ Yes
ONo
0 Not observed

OBSERVATION OF PRE—TREATMENT E
22 | Date when prov1der or other medmal staﬂ' first evaluated the patient’s status

23 | Time when provider or other medical staff first evaluated the patient’s status

hours _ nunutes

(24 hour time)
24 | What type of provider first examined the patient? 01
1  Obstetrician/Gynecologist (OB/GYN) 02
2 General Physician 03
3 Resident Physician or Resident OB/GYN 04
4 Medical Intern as
5 Nurse or Nurse Midwife o6
6 Nursing assistant a7
7 Midwafe (tramed or untrained) 08
8 Traditional Birth Attendant (trained or untrained) 09
9  Other (please spectfy) O Not observed
25 | Dud the person examining the patient communicate in a language she appeared to 0 Yes
understand? O No
O Not cbserved
26 | Ifa staff member could not directly commumicate with the patient, was someone U Yes
available to ranslate? O No
O Not observed
27 | Dud the staff member who examined the patient introduce him or herself to the patient by O Yes
name? ONo
0 Not observed
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28 | Dud the staff member who greeted the patient call the patient by her name? g §CS
o
O Not observed

29 | Was the patient allowed to undress 1 privacy? g Ees

o
[J Not available
30 | Was the patient given something (drape, gown, etc ) to cover her body dunng O Yes
examunation? Jf NO, skip to Question ONo (skip to#)

0 Not available

31 | If YES, did the covenng appear to be clean? g I\;es

o
J Not observed
32 | Was the examimation performed 1 an area with auditory privacy? a Ees
0O No
[0 Not available
33 | Was the examnation performed in an area with visual privacy? g ;’es

o
{0 Not available
34 | Was a pelvic exam performed? If NO, then please skip to question # O Yes
O No (skip to# )
35 | Was the pelvic exam explamed to patient prior to the procedure (including a description  H Yes
of the procedure, nisks and benefits, etc )? O No

{1 Not observed

36 | If pelvic exammation was done, did the provider

Wash hands with soap and water before the exam? 0 IY:IeS
O No
O Not observed
Wear gloves? (if NO, skip to Question ##) [0 Yes
ONo
[J Not observed
Gloves appeared to be clean or stenle? O Yes
0ONo
[1 Not observed
Perform a speculum exam? If NO, skip to Question ## g 'If;es
o
[0 Not observed
Speculum appeared to be disinfected or stenlized? 0 ECS
O No
O Not observed
Perform bimanual examination? O Yes
ONo
[ Not observed
Use adequate light? 0 Yes
0O No
[J Not observed
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S it

What equipment or instruments were used to evaluate the uterus? (Please check all that

37
apply) gl
1 Ulirasound g g
2 Other (Please specify )
3 None ® 0 Not observed
38 | Dud the provider place contaminated waste 1n a disposal contamner? 0 Yes
0O No
O Not observed
39 | Dud the provader place mstraments into decontamnation solution? 0 Yes
ONo
00 Not observed
40 | Dunng the pelvic examination, how did the provider speak to the patient? o1
1 Supportively 02
2 Neutrally o3
3 Negatively 04
4 Did not speak to patient at all O Not observed
41 | Was pregnancy status assessed? If NO, skip to Question # O Yes
0O No
O Not observed
42 | How was pregnancy status assessed? <A> (please check all that apply) o1
1 History of Iast menstrual peniod (LMP) 02
2 History of symptoms o3
3 Pelvic examunation d4
4  Urmary HCG as
5 Serum HCG 06
6 Ultrasound 07
7  Other (please specify) 0 Not observed
43 | How was patient assessed for utenine perforation? <A> (please check all that apply) 01
1 By hstory 02
2 By chmical examination o3
3 By radiological exammation 04
4 Laparoscopy gs
5  Dunng laparotomy 06
6 Ultrasound 07
7 Not assessed J Not observed
44 | Was the patient asked 1f she was m pam during the exam(s)? 0 Yes
O No
{0 Not observed
45 | Was there evidence of patient pain (visual or audible cues) duning the exam(s)? If NO OYes
skip to Question ## ONo
O Not observed
46 | Was the patient given any pain medications? 0 Yes
0O No
[0 Not observed
47 | Did patient’s pam dunng the exam(s) seem adequately controlled? 0 Yes
0ONo
{0 Not observed
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48

» \p »

ATION OEPAC

‘Was patient told the results of her diagnostic examinations and procedures?

[0 Yes

{0 No
0 Not observed
49 | Did the patient have the opportunity to ask questions after diagnostic examinations and U Yes
procedures were completed? O No
0 Not observed
50 | If patient asked questions, were they answered accurately and appropniately? 0 Yes
0 No
[0 No questions asked
£ Not observed
51 | Whom, other than the staff, was informed of the patient’s diagnosis? (please check all 01
that apply) 02
1 Patient o3
2 Husband or Male Partner 04
3 Parent(s) os
4 Police 06
5 Person or people accompanying patient to facility f dufferent than 2, 3, or 4) o7
6  Other (please specify) O Not observed
7 Noone
52 | Where did patient wat for further evaluation and treatment? 01
1 Was treated immediately (skip to question ) 02
2 Emergency Room Waiting Area us
3 Examination/Treatment Room 04
4  Other (please specify) 0 Not observed
53 | Was patient told that her access to treatinent depended upon certain preconditions (¢ g OYes
payment, permussion of husband, etc )? I[f NO skip to Question ONo (skip to #)
54 | What pre-conditions were requured mn order for patient to receive treatment? ¥ all that apply
1 Husband or partner consent D1
2 Parental consent 02
3  Judicial or police approval 03
4  Consent of one or more medical specialists or a medical comnuttee 04
5  Acceptance of a contraceptive method 05
6 Age a6
7  Mantal status a7
8 Panty 08
9  Number of sons o9
10 Ethmcity or religion 010
11 Abihty to pay or purchase services or supplies 011
12 Availabihty of medical personnel or supphies 012
13 Other (please specify) 013
O Not observed
55 | Were the following items available to the patient while she waited for treatment? (please
check all that apply) 01
1 Standing area only 02
2 Chaurs or benches 03
3  Couches U4
4 Beds O Not observed

10
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56 | Was the waiting area protected from the weather (Le sun, ramn, cold temperatures, etc )? E Ees
o
0 Not observed
57 | Was patient sent away or chose to leave prior to procedure? If YES, then the observation U Y€S (observation
1s completed complete)
servation of TREATMENT
58 | Date when treatment began
59 | At what tme did treatment procedure begin
hours  mmutes
(24 hour time)
60 | Pnmary staff member who performed treated patient 01
1 Obstetrictan/Gynecologist (OB/GYN) 02
2 General Physician 03
3 Resident Physician or Resident OB/GYN 04
4 Medical Intern 0s
5 Nurse or Nurse Midwife 06
6 Nursing assistant a7
7 Midwife (tramed or untrained) 08
8  Ofher (please specify) O Not observed
61 | Treatment procedure(s) performed (check all that apply) ¥all that apply
1 Observation only 01
2 Qbservation and examination only 02
3 Repar of lacerations or other trauma 03
4 Flmd replacement 04
5 Antibiotics as
6 Transfusion 06
7 Manual Vacuum Aspiration (MVA) (go fo question ) 07
8 Electnic Vacuum Aspiration (EVA) (go fo question ) 08
9 Dilation & Curettage (D&C), also called Sharp Curettage (SC), (ge fo question ) 09
10 MVA or EVA plus D&C (go to question )
11 Hysterotomy gio
12 Laparotomy for utenne exploration or reparations o1l
13 Laparotomy for abdominal injunes 12
14 Laparoscopy 013
15 Hysterectomy 014
16 Other abdomimal or gynecological surgery (please specify) 01s
17 Other (please specify) 016
017
[ Not observed
62 Was the provider who treated the patient able to communicate 1 a language the patient [0 Yes
appeared to understand? 0 No
0 Not observed
¢3 | If a staff member could not directly commumcate with the patient, was someone O Yes
available to translate? 0 No
O Not observed
7

A"
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Did the staff member who ueated the pauent mtroduce him or herse]f to the patient by O Yes
name? O No
0 Not observed
65 | Dud the staff member who greeted the patient call the patient by her name? E]] Ees
o
[ Not observed
66 | Were treatment procedures explained to patient prior to implementation? O Yes
O No
0 Not observed
67 | Were the nisks and benefits of the treatment procedure explained? 0 Yes
O No
(] Not observed
68 | Were possible alternative treatments or procedures explained? O Yes
0O No
O Not observed
69 | Dud the patient have the opportunity to ask questions pnior to the uterine evacuation? 0 Yes
ONo
[J Not observed
70 | If patient asked questions, were they answered accurately and appropnately? O Yes
ONo
O No questions
asked
O Not observed
71 | Was the patient asked to give her pernussion for the uterine evacuation procedure? O Yes
ONo
O Not observed
772 | Was treatment procedure performed 1n an area with auditory pnivacy? OYes
ONo
[J Not observed
73 | Was treatment procedure performed 1n an area with visual privacy? O Yes
ONo
0 Not observed

74 | Before the treatment procedure began, did 1t appear that

All necessary supplies, medications, and instruments were available in the 0 Yes
treatment area? 0ONo

O Not observed
Instruments were sterthized or hugh-level disinfected? O Yes
ONo
O Not observed
Treatment procedure tray was prepared? O Yes
O No
O Not observed
All necessary staff members were present? O Yes
O No
3 Not observed
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75 | Did the meatment area appear clean {free from visible durt and pests)" El Yes
0 No
I Not observed
76 | Wasa tramned anesthetist or anesthesiologist present? O Yes
O No
3 Not observed
77 | Was the patient asked if she was m pan? O Yes
ONo
O Not observed
78 Was there evidence of patient pain (visual or audible cues) during the procedure? <Y> [ Yes
If NO, then slap to Question ## O No
O Not observed
79 | Did patient’s pamn seem adequately controlled? O Yes
ONo
{J Not observed
g0 | If patient was conscious during procedure, how did staff speak to her? <A> 01
1 Suopportively g2
2 Neutrally 03
3 Negatively 04
4  Did not speak to patient at all 0J Not observed
g1 | Was cervical dilation required? If NO, slkap to Question O Yes
ONo
O Not observed
g2 | If yes, how was cervix dilated? <A> a1
1  With ngid dilators? 02
2 With laminana? 03
3 With progressively larger vacuum cannulae o4
4 Musoprostol o5
5  Other (please specify) 0 Not observed
g3 | Date when cervical dilation began /7
<dd/imm/yyvy>
g4 | Time when cervical dilation begin
hours _ nunutes
(24 hour time)
g5 | Date when cervical dilation was completed? ;
<dd/mm/yyyy>
86 | Tume when cervical dilation was completed?
hours _ minutes
(24 hour time)
9

"tf
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If invasive procedure (not mcludmg pelvic exam) performed, did staﬂ' appear to 7 all that apply
01
1 Give patient antibiotic prior to procedure? 02
2 Scrub hands with antiseptic soap & dry hands before procedure? 03
3 Use stenle gloves? 04
4  Use stenile drapes? 05
5 Clean vagmal and pubic area or any area of mcision? 06
6 Use sterile or high-level disinfected instruments? 07
7 Mantain sterile technique? 08
8 Follow umversal precautions? 0o
9  Perform procedure 1n room protected from pests? O Not observed
g8 | If manual vacuum aspiration (MVA) was used, did provider appear to check vacuum O Yes
seal? If NO, skip to Question 0 No
0 Not observed
89 If vacuum aspiration (VA) performed, exther electrovacuum aspiration (EVA) or MVA, ¥ all that apply
did a chmic staff person appear to (check all that apply) 01
1  Prepare syringe? 02
2 Cleanse vagnal area and cervix? 03
3 Use sterile or lugh-level disinfected mstruments? 04
4  Insert cannula and attach syringe without trauma? o5
5  Use no-touch techmque? o6
6 Move cannula effectively to empty cervix? 07
7 Stop when signs of completion seen? 0s
8 Examne the aspirate?
9 Repeat procedure 1f products of conception not seen? 0o
10 Momtor the patient for immediate complications prior to leaving the patient? g 10
11 Immediately place all used mstruments directly in a decontamination solution 011
following the procedure? 012
12 Immediately place all waste 1n a covered contamer? 0 Not observed
o¢ | How did completeness of uterine evacuation usmg VA appear to be confirmed? ¥ all that apply
(check all that apply) 01
1 By time elapsed 12
2 Gntty noise or sensation 03
3 Break of suction 04
4 Cleanng of aspirate 05
5 Exammation of aspirated tissue 06
6 Follow-up D&C 07
7 Ultrasound 0s
§  Other (please spectfy) O Not observed

10
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91 | fD&C performed, did a staff person appear to If NO skip to Question ¥ all that apply
1 Cleanse vagmnal area and cervix? 01
2 Use sterile or uigh-level disinfected mstruments? 02
3 Properly dilate cervix? 03
4 Insert curette without cervical trauma? 04
5 Use no-touch techmque? Oos
6 Move curette effectively to empty uterus? 06
7  Stop when sigas of completion seen? 07
8 Examine the utenne contents? 08
9  Repeat procedure if products of conception not seen? 0o
10 Monmutor the patient for immediate complications prior to leaving the patient?
11 Immediately place all used mstruments directly in a disinfecting solution 010
following the procedure? 011
12 Immedately place all waste 1 a covered contamer? 011
0 Not observed
92 | Did completeness of uterine evacuation using D&C appear to be determined? If NO, 00 Yes
skip to Question 0O No
[J Not observed
93 | If YES, how did completion of utenine evacuation using D&C appear to be confirmed? ¥ all that apply
1 Patient was not pregnant at presentation to this service site 01
2 Concurrent hysterectomy performed 02
3 Uterus contracted 03
4  Products of conception/tissue seen 04
5 Ultrasound os
7  Not confirmed 07
3 Not observed
94 | Was patient told what to expect during the time :1mmediately after the treatment (before [ Yes
discharge)? O No
[ Not observed
95 | Was patient told the results of her therapeutic procedures? 0O Yes
ONo
0 Not observed
96 | Did the patient have the opportumity to ask questions after therapeutic procedures were [ Yes
completed? O No
O Not observed
97 | If patient asked questions, were they answered accurately and appropriately? OYes
0ONo
O Not observed
og | After treatment procedure was completed (check all that apply) v all that apply
01
1 Was the treatment table disinfected? 02
2 Dad staff members wear cleaning gloves? 03
3 Was the floor cleaned? [J Not observed
11
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-

ON/OEPAE SERVICE

MODE)

99 | How did patient leave procedure area?

01
02
1 Walked unassisted 03
2 Walked assisted 04
3 Wheelchar 0O 5 Observanon
4  Gurney or stretcher complete
5 Patient died & was taken to morgue (If v/, observation is completed) [J Not observed
100 | Were the following items available for the patient to use while she waited to be taken ¥ all that apply
to the recovery area? 01
1 Standng area only 02
2 Chawrs or benches a3
3 Couches 04
4 Beds 00 Not observed
101 | Was the waiting area protected from the weather (1 ¢ sun, ramn, cold temperatures, O Yes
etc)? ONo
O Not observed
102 | Date when treatment procedure was completed //
<dd/mm/yyyy>
103 | Time when treatment procedure was completed
hours  munutes
(24 hour ime)

04 as p en 1mmediately (wi mmute) t ery area? If skipto [Yes (shipto#)
Question 0 No
{0 Not observed
105 | Date when patient entered recovery area? /]
<dd/mm/iyyyy>
106 | Time when patient entered recovery area?
hours _ minutes
(24 hour time)
107 | Where did patient go to recover? a1
1 Immediately sent home/discharged 02
2 Remained m treatment area 03
3 Retumned to waiting area or emergency department 04
4 Obstetrics/Gynecology ward 05
5 Surgical recovery room 06
6 Intensive care umit 07
7  Other (please specify) O Not observed
108 | D1d medical personnel observe the patient i the recovery area? If NO, ship to O Yes
Question ONo
O Not observed
12
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[TON.OFPAG SERVIGES: MODUT

109 | Who observed the patient 1n the recovery area? 01
1  Obstetrician/Gynecologist (OB/GYN) o2
2 General Physician 03
3 Resident Physician or Resident OB/GYN 04
4 Medical Intern as
5 Nurse or Nurse Midwife 06
6 Nursing assistant 07
7 Madwife (tramed or untramned) 08
8 Other (please specify) ] Not observed
110 | Did any post-procedure complications develop before discharge? In NO, skip to 0 Yes
Question ONo (skipto #)
0 Not observed
111 | What post-procedure complications developed? (check all that apply) ¥'dll that apply
01
1 Dehydration/insufficient flmd replacement 02
2 Flwd overload a3
3 Intoxication 04
4 Anema/msufficient blood replacement a5
5 Complications of anesthesia (please specify) 06
6 Adverse drug reaction (please specify) 07
7 Fever 08
8 Septicerua 0o
9 Pneumoma
10 Unnary tract mfection 010
11 Endometnitis 01l
12 Vagmal or permeal laceration 012
13 Cervical laceration 013
14 Bladder perforation/urinary mcontinence 014
15 Utenne perforation 015
16 Bowel perforation g16
17 Peritonitis 017
18 Retained products of conception (POC) 018
19 Ongowng or ruptured ectopic pregnancy 019
20 Hemorrhage 020
21 Sepsis/septic shock 021
22 Postabortal Syndrome, excessive anxiety, eic 022
23 Death (If YES, then observation is completed) 023
24 Other (please specify) 024
0 Not observed

13
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When consct

v all that apply

1 Normal bleeding varies from none to the equivalent of a heavy menses? 01
2 Bleeding may last from three days to light bleeding for up to three weeks? 02
3 Where to go for medical care and information 03
4 Take paracetomol for cramping 04
5 Rest for at least 24 hours? os
6  Usnal activities may be resumed when comfortable after 24 hours? 06
7  Sexual mtercourse may be resumed 1 week after bleeding stops? 07
8 Condoms should be used for sex for the first week after abortion, regardless of 08
fertility intentions? 09
9 Avoid douching?
10 Fertility will return m as soon as 10 days? g1o
11 Rusk factors for Sexually Transmutted Infections? 011
12 How to prevent Sexually Transmutted Infections? D12
13 Other reproductive health services available? gl13
14 Where to obtamn other reproductive health services? 014
0 Not observed
113 | Was the patient told to visit a provader 1f she has v all that apply
1 Severe or increased pam? ol
2 Fever? o2
3 Chulls or extreme tiredness? o3
4 More than 3 weeks of bleeding? 04
5 Bleeding more than menstrual bleeding? as
6 Passage of clots >8 cm m size? 06
7 No bleeding coupled with abdomunal pain? 07
8 Has concerns about the treatment or her health? 08
0 Not observed
114 | Was patient given written instructions? 0Yes
ONo
0 Not observed
115 | Where did the patient go following discharge from the recovery area? o1
1 Immedately sent home/discharged 02
2 Remamned n treatment area 03
3 Returned to waiting area, emergency department, or Obstetnics/Gynecology ward 4
4 Retumed to operating theater or procedure room for additional treatment 05
5 Intensive care umt 06
6 Area for postabortion contraceptive counseling (1 ¢ Famuly Planning Chinic) 07
7 Other (please specify) O Not observed
116 | Were the following items available for the patient to use while waiting to recetve ¥all that apply
postabortion counseling or to be discharged? (check all that apply) g ;
1 Standing area only 03
2 Chaurs or benches 04
3 Couches [ Not observed
4 Beds
117 | Was the waiting area protected from the weather (1 ¢ sun, rain, cold temperatures, O Yes
etc)? ONo
0 Not observed

14
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APAG OBSERVATION OEPAG SERVIGES?MOD

118 | Date patient left recovery area

I/
<dd/mmAryyy>

119 | Time patient left recovery arca?

hours _ munutes
(24 hour tzme)

IR R e, JETEATHE - o

PR iy W g R T

R e e e [ —

SEEE T ET

“:: E OBSERVATION OF POSTABORTION CONTRACEPTIVE COUNSELING 2 _:

1 20 Were contmcepuve and/or information offered to the patient? If NO then skip 10 OYes
DISCHARGE Section (Question ##) [0 No (skip to #)
O Not observed
121 | Where did contraceptive counseling take place 01
1 Inthe recovery arca? 02
2 Onthe obstetrics & gynecology ward? 03
3 At the family planning chmc? 04
4  Other (please specify) ] Not observed
122 | Who primanly provided the contraceptive counseling? 01
1 Counselor from Family Planmng Clinic 02
2 Obstetrician/Gynecologist (OB/GYN) 03
3  General Physician 04
4 Resident Physician or Resident OB/GYN 05
6  Nurse or Nurse Midwife 07
7  Nursing assistant 08
8 Mudwife (tramned or untrained) 09
9 Other (please specify) 0 Not observed
123 | Dad the postabortion contraceptive Counseling take place 1n an area with visual 0 Yes
privacy? 0O No
0 Not observed
124 | Dad the postabortion contraceptive counseling take place i an area with auditory 0 Yes
pnvacy? O No
0 Not observed
125 | Was the patient told about the immed:ate nsk of pregnancy? 0 Yes
ONo
0 Not observed
126 | Was the patient asked about her future plans or desires for pregnancy? 00 Yes
0ONo
O Not observed
127 | Was the patient told about all available contraceptives (available at that facility)? O Yes
O No
0 Not observed
128 | Was the patient told about the potential side effects associated with each available 00 Yes
method? O No
0 Not observed
120 | Dad the patient express a desire for contraception? 0 Yes
0O No
0 Not observed
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WATION OF:PAG SERVIGES: MODUL

If the patient desxred a contraceptlve what method was she gven? 01

1 Male Condom 02

2 Female Condom 03

3  Spermucide 04

4 Diaphragm 05

5 Combined oral contraceptive 06

6 Progestin-only pill 07

7 Imgectable 08

8 Implant

9 IUD 09

10 Female sterihzation 010

11 Information on male sterilization g :;

12 Other method (please )

® ety O Not observed

131 |If the desired contraceptive was not given to the patient, was this because the method v'all that apply

was Ot

1  Medically contraindicated? 02

2 Not available at the facility? 03

3  Temporanly out of stock?

4 Provider’s opinion of method? g ‘Itlot observed

5  No reason provided to patient?
132 |If the patient was not given her desired contraceptive method, was she ¥ all that apply

1  Sent home with no further information or services? o1

2 Given areferral shp to go elsewhere? 02

3  Given an appointment for another ttme at this climc? O3

4  Given an appomtment at another chimic? 04

5 Given appointment for follow up visit m home? as

6 Brought to another site within or near climic for method provision on same day? ge

0 Not observed

133 |If desired method unavailable or contrandicated, was the patient offered an alternative [ Yes

method? O No

00 Not observed

134 |Xf patient was offered and accepted an alternative method, what was the method? o1

1 Male Condom 02

2  Female Condom 03

3 Spernucide 04

4 Diaphragm 05

5 Combined oral contraceptive 06

6 Progestin-only pill 07

7 Inmjectable 0s

8 Implant 09

9 IUD

10 Female stenlization 010

11 Information on male stenlization 011

12 Other method (please specify) g Il~Izot observed
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If the anent d1d not accept the alternative method, why not?
01
1 Patient did not like the alternative method 02
2 Alternative method not available at site a3
3  Alternative method out of stock 04
4 Medical contramdication to alternative method os
5 Patient wanted alternative method at later date 06
6  Social barmer to alternatrve method (please specify) 07
7 Other (please specify) 0 Not observed
136 |Was the patient given verbal or written mstructions on how to use the method she was 0 Yes
given? 0O No
{1 Not observed
137 |Was the patient fold how to get resupplies of the method (1f applicable)? 0 Yes
[0 No
0 Not observed
0 Not applicable
138 | Were the following items available for the patient to use while waiting to be discharged? . 1‘,3“ that apply
1 Standmng area only 02
2 Chairs or benches 03
3 Couches 04
4 Beds 0 Not observed
139 | Was the waiting area protected from the weather (1¢ sun, ram, cold temperatures, etc )? U Yes
0O No
1 Not observed
140 |Date patient left contraceptive counseling area / /
<dd/mm/yyyy>
141 | Time patient left contraceptive counseling area
hours _ minutes

142 | Discharged to g1
1 Home? g2
2 Another health facility? o3
3 Jail or police custody? 04
4  Other (please specify) 0 Not observed
143 | Was patient given post discharge follow up appointmnent? 0 Yes
[ No
[ Not observed
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Other chmc(s) to wh1ch pat1ent was referred

¥ all that apply

1 None 01
2  Family planning 02
3 Sexually Transmutted Infection (HIV/AIDS) us
4  Antenatal 04
5 Pnmary health care/Maternal and Child Health as
6 Mental health/Social Services 06
7  Other (please specify) a7
{0 Not observed
145 | Day of Discharge /o
<dd/mm/yyyy>

146 | Discharge Time

hours _ minutes

(24 hour ime)
HINULET ] L l]f H Gy A pHE T Fg ik millir_,“; THIG
ﬁ!iﬂﬁag l{b&g%’hﬂ},w iBe, sure {o thank the patient and providers for:: f". ,:psﬂg%ifu
i o L e PIER L AN HT* JHE T b 0o e Lwr;‘ 5
;ﬂéga,gf;mlﬁg Tyl I La’llowmg you to observe the patlent’s care! & ;i wm}%‘r@;ﬁﬁ
Observation completed
O Yes Date / / Time
a5 ir time,
ONo (dd/mm/iyyyy) (24 hour time)
Reviewed by Site
Coordinator
Print name Signature

18
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The DATAPAC Supplies and Equipment Checklist for Postabortion Care Services 1s part of the

DATAPAC Core Questionnaire Series, a set of questionnaires and 1nstruction guides that provide

an overview on how to design and conduct quantitative PAC OR studies The DATAPAC Core .
Questionnaire Series 1s 1n modular form and currently mcludes

Overview GUIDE TO USING THE DATAPAC CORE QUESTIONNAIRE SERIES FOR
POSTABORTION CARE OPERATIONS RESEARCH A general guide for designing
and implementing PAC OR

Module 1 GUIDE TO USING THE GENERAL INFORMATION QUESTIONNAIRE FOR
POSTABORTION CARE PATIENTS A brief questionnaire designed to uniquely
1dentify study participants and sites

Module 2 GUIDE TO USING THE CLINICAL CASE REPORT FORM FOR POSTABORTION

CARE PATIENTS A questionnaire for documenting the chimical presentation of

PAC patients and thewr course of treatment as recorded 1n patient charts and other
records

Module 3 GUIDE TO ASSESSING RESOURCE USE IN THE PROVISION OF POSTABORTION

CARE A senes of questionnaires designed to document resource use and cost of
providing PAC services

Module 4 GUIDE TO USING THE POSTABORTION CARE PATIENT EXIT INTERVIEW A
questionnaire for assessing the quality of PAC services from the patient’s

perspective, mncluding measures of pain and understanding of PAC counseling
messages

Module 5 GUIDE FOR OBSERVATION OF POSTABORTION CARE SERVICES An observation

checklist for assessing the quality of PAC clinical practice including issues such as .
infection control, pain management, and information given to patients

Module 6 GUIDE TO USING THE POSTABORTION CARE SUPPLIES & EQUIPMENT

CHECKLIST An mventory of supplies and equipment necessary for providing PAC
services

The DATAPAC Core Questionnaire Series 1s designed to be a gmide for rapidly assessing the
quality and cost-effectiveness of PAC services These mstruments and guides are quantitatrve 1n
design and do not address qualitative research methodologies such as open-ended interviews or
focus groups The General Information Questionnaire (Module 1) 1s the backbone of the series,
collecting general information designed to umquely 1dentify study participants and sites It 1s
intended for use with all PAC OR studies that are designed based on this series For example, we
recommend that a researcher designing a PAC “Cost Study” consult both the Guide to Assessing
Resource Use n the Provision of Postabortion Care (Module 3) as well as the Guide to Using

the DataPAC Core Questionnaire Sertes For Postabortion Care Operations Research (Module
1)



SUPPLIES & EQUIPMENT CHECKLIST

DATAPAC Module 6

The 1instruments included 1n the DATAPAC Core
Questionnaire Series are meant to serve as templates and may
need to be modified for each study to reflect differences n
treatment practices and study sites In addition to the
DATAPAC Core Questionnaire Series, DATAPAC also
includes an electronic database of data from PAC OR studies
and a library of supporting documentation such as protocols
and reports These resources are free to anyone 1nterested in
PAC OR Please contact Ipas for more information or to make
contributions to DATAPAC
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Overview

The DATAPAC Supplies and Equipment Checklist for Postabortion Care Services 18 actually a
series of checklists When used as a set, the checklists can be used to assess the availability and

quality of supplies and equipment needed to provide adequate postabortion care (PAC) services
The checklists provided here include

Checklist Name Description

Facilities Infrastructure, utilities, and “durable goods™ (1tems that are
mtended to be used for one year or longer) Examples include
running water, adequate ventilation, and a locked storage area for
medical supplies equipment

Reusable Supplies Items that can be used, or cleaned and reused, several times
Examples include specula, stethoscopes, and linens
Disposable Supplies Items that should only be used once and then discarded Examples

include disposable gloves, gauze, and bleach

Lab Supplies Items that are needed 1n order to provide lab services generally
required when treating PAC patients Examples include pregnancy
tests, microscope, and ultrasound equipment

Medications Medications commonly needed for PAC patients Examples
include local anesthesia, analgesia, and antibiotics

Contraceptive Commodities Contraceptive methods Examples include condoms, IUDs, and
oral contraceptive pills

These checklists include 1tems that are either required or useful when providing comprehensive
PAC services However, 1t 1s likely that your facility will have supplhies and equipment that are
not already present on these checklists The checklists are therefore available from Ipas on
diskette 1n Microsoft Word so that additional items can be added to the list In order to improve
the DATAPAC Supplies and Equipment Checklist for Postabortion Care Services for future users,
please contact the DATAPAC Coordinator with any suggested additions to the checklists

How to Complete the Checklists

Each question requires a “Yes” or “No” response Generally, 1n order to answer “Yes” to the
question, the Data Collector should be able to observe the item If a staff member says that an
1tem exists, but cannot show 1t to the Data Collector, then the correct response should be “No”
However, Data Collectors need to be flexible For example, contraceptives may be 1n a locked
cabinet with limited access The 1tem exists, the Data Collector can see 1t, but 1t 15 not necessarily
“available” In this case, we recommend that you mark the 1tem as “No”, but note 1n the space
provided for comments that although the 1item exists, more providers need access to the cabinet

Also, many items on these checklists may be subject to “stock outs”, meanming that the facility
runs out of the 1tem occasionally or even frequently Thus 1s particularly true for items on the
Disposable Supplies, Laboratory Services and Tests, Medications, and Contraceptives checklists
Therefore, Appendix 1 contains copies of these forms where, 1n place of the Yes/No format, the

4
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Data Collector may respond that an item 1s erther “Usually”, “Sometimes”, or “Never” available
Unless the Data Collector 1s a member of the facility staff, it 1s likely that she or he will need to
mterview staff involved i PAC service provision in order to ascertain whether item are frequently
unavailable

Other important nstructions nclude

!

Informed Consent: If completing the checklist requires you to interview
staff mvolved with PAC services (Appendix 1), then you should have a
signed informed consent form on file for every participant m your study
You should also offer to give a copy of the informed consent form to each
participant The Guide to Using the DataPAC Core Questionnaire Series
For Postabortion Care Operations Research (King et al, 1998) provides
an example of an informed consent form, and copies of these forms can be
obtained from Ipas

Do not say or do anything (other than complete the checklist) during the provision of PAC
services Be as discreet as possible while completing the checklist

Do not discuss your observations with anyone other than the study staff
Use ball point pen when making corrections Strike through incorrect
answer, make the correction and mitial (see example below)

Example* How to correct or make changes to answers

Onigmal response Onigmal response with correction
Mantal status Marntal status
1 Marned gl |1 Marmed 'Y!"%
2 Cohabitating, “In union” 02 |2 Cohabitating, “In union” 02
3 Smgle 03 |3 Smngle - g
4 Divorced 04 |4 Divorced 04
5 Widowed 05 |5 Widowed os

When you have finished completing the checklist, be sure to THANK any staff or administrators
who may have assisted i the data collection process Good luck!

”
~AN
©
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SUPPLIES AND EQUIPMENT CHECKLIST FOR
POSTABORTION CARE SERVICES
DATAPAC Module 6

Data collector name or ID# Checklist #

Hospital Name

Date of data collection (dd/mm/vyvy) / /

Time observation began Time observation ended

(24 hour time) (24 hour time)

Was form completed? []Yes Was form reviewed  [J Yes
0 No by Site Coordinator?

ONo

/ /
Site Coordinator (Print Name) Signature Date Reviewed (dd/mm/yyyy)




FACILITIES CHECKLIST

DATAPAC Module 6

Instrucfions

v YES 1f the item 15 Available, Functioming and Adequate

v' NO if the 1tem 1s Not Available, Not Functioning, and/or Not Adequate
Note any comments about an individual item 1n the appropriate column

F ACILITIES EMERGENCY | TREATMENT | RECOVERY COMN.IENTS
RooM AREA AREA
Patient Changing Area O Yes O Yes O Yes
O No 0 No O No
Visual privacy (patient & provider] 0 Yes 1 Yes O Yes
cannot be seen by others) 1 No 1 No 1 No
Auditory privacy (patent & 0 Yes 0 Yes O Yes
provider cannot be heard by others) 1 No 1 No 1 No
Exam table (with sorrups for O Yes 0 Yes
holding knees) ] No 0 No
Beds O Yes
0 No
Stretchers or gurneys O Yes O Yes O Yes
q 0 No 0 No 0 No
Chairs or benches O Yes O Yes
[1 No [JNo
Toilet for patients 0 Yes O Yes 0 Yes
0 No 0 No 0 No
Sink O Yes O Yes 0 Yes
0O No 0 No 0 No
Running water O Yes 0 Yes O Yes
00 No 0O No 0 No
Adequate room lighting O Yes O Yes O Yes
0 No ONo O No
Adequate ventilation 0 Yes O Yes O Yes
0 No O No 0 No
Adequate heat O Yes O Yes O Yes
0O No 0 No O No
Electricity 0 Yes O Yes O Yes
0 No O No O No
Locked Storage Area (for O Yes O Yes 0 Yes
medical supplies/equipment) 71 No ] No 1 No
.Telewsmn & VCR O Yes 0 Yes
0 No 0O No
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FACILITIES ooy | taanaa | Raconsy | COMMENTS
Other (please specify) O Yes O Yes 0 Yes
0 No O No 0 No
Other (please specify) O Yes O Yes 0 Yes
O No O No 0 No
Other (please specify) O Yes O Yes O Yes
O No O No O No
Other (please specify) O Yes O Yes O Yes
O No 0O No O No

YES = Available, Functioning,

and Adequate

NO = Not Available, Not Functioning,

and/or Inadequate

W



REUSABLE EQUIPMENT & SUPPLIES

DATAPAC Module 6

Instructions v' YES 1f the item 1s Available, Functioming and Adequate
v NO 1f the 1tem 1s Not Available, Not Functioning, and/or Not Adequate
Note any comments about an individual item 1n the appropriate column
REUSABLE EQUIPMENT & EMERGENCY | TREATMENT | RECOVERY COMN[ENTS
SUPPLIES RooM AREA AREA
Clean linens (gowns, sheets, §[1 Yes 0 Yes O Yes
towels, etc) 0 No 0 No 0 No
Exam gloves (note number of |1 Yes 0O Yes # of pairs
pairs) 0 No [1No
Cleaning gloves (note number |1 Yes 0 Yes #ofpawrs_______
of pars) 0 No 0 No
Reusable masks O Yes 0 Yes
O No 0 No
Eye protection (glasses, 0 Yes 00 Yes
goggles) ] No 0 No
Surgical gowns or aprons |1 Yes O Yes
00 No 0 No
Adjustable lighting O Yes 0 Yes
1 No 0 No
Stool 00 Yes O Yes
00 No [1 No
Instrument table, tray, or OYes O Yes
shelf 1 No ] No
Sterilizer (Autoclave) O Yes [0 Yes
0 No 0 No
Container with lid (for stormg 1 Yes O Yes
sterihized or disinfected instruments) 0 No 0 No
Stethoscope O Yes 0 Yes O Yes
- 0 No 0 No O No
Blood pressure gauge 0 Yes 00 Yes O Yes
(Sphygmomanometer) 0 No 0 No 0 No
Thermometer O Yes 0 Yes 00 Yes
0 No 1 No 0 No
Vaginal speculum O Yes O Yes
0No O No
Sponge or ovum forceps O Yes O Yes
0O No 0 No

\AD
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REUSABLE EQUIPMENT & EMERGENCY | TREATMENT | RECOVERY COMMENTS
SUPPLIES RooMm AREA AREA
Tenaculum O Yes O Yes
O No 0 No
Cup(s) O Yes OYes
0 No 1 No
Blood collection tubes [0 Yes 0 Yes
0 No 0 No
10cc syringes with needles |O Yes O Yes
O No 1 No
Needle extenders O Yes 0 Yes
0 No 0 No
Sharps disposal container | Yes O Yes
0 No 1 No
Container (for contarmnated O Yes 0 Yes
trash/ disposable 1tems) ] No 0 No
Decontamination bucket (for]J Yes O Yes
contamnated instruments) 0 No 0 No
Basins O Yes O Yes 0 Yes
0 No 1 No 0 No
Oxygen tank, tubing, mask, |0 Yes 0 Yes O Yes
flowmeter (full tank) 1 No ] No 1 No
Ambu/Self-inflating bag [0 Yes 00 Yes 00 Yes
0 No O No 0 No
Oral airways 0 Yes O Yes O Yes
O No O No 0 No
Suction apparatus O Yes O Yes 0 Yes
0 No 0 No 0 No
1V sets (needles?) O Yes 0 Yes 0 Yes
0 No 0 No 0 No
IV stand O Yes O Yes [0 Yes
O No 0 No 0 No
Flashlight (torch or other O Yes O Yes O Yes
emergency light source) ] No 0 No ] No
MVA single-valve syringe OYes
(with 3cc silicone) 0 No
Valve set replacement (for O Yes
single-valve syringe) 1 No

10




REUSABLE EQUIPMENT & SUPPLIES

DATAPAC Module 6

REUSABLE EQUIPMENT & EMERGENCY §] TREATMENT | RECOVERY CONINIENTS
SUPPLIES Room AREA AREA
MVA double-valve syringe TYes
(with adaptors &3cc silicone) - No
Valve set replacement (for OYes
double-valve syringe) 0 No
Spare syringe seals (o-rings) 0O Yes
O No
MVA cannulae (4mm O Yes
standard) 0 No
MVA cannulae (3mm 0O Yes
standard) 1 No
MVA cannulae (6mm 0O Yes
standard) 0 No
MVA cannulae (7mm 0 Yes
standard) ] No
MVA cannulae (8mm [1Yes
standard) 0 No
MVA cannulae (9mm single- 0 Yes
scoop aperture) 0 No
MVA cannulae (10mm simngle- 0 Yes
scoop aperture) 0 No
MVA cannulae (12mm single- OYes
scoop aperture) ] No
Curette (Uterine-7mm) OYes
O No
Curette (Uterine-12mm) OYes
0O No
Dnlator(s) (please specify type) OYes
0O No
Dilator(s) (please specify type) O Yes
O No
Dilator(s) (please specify type) O Yes
ONo
Information, education, O Yes O Yes
communication materials 0 No ] No
(charts, posters, etc )
Other (please specify) 0 Yes O Yes O Yes
1 No O No 0 No

11
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REUSABLE EQUIPMENT & EMERGENCY | TREATMENT | RECOVERY COWENTS
SUPPLIES RooMm AREA AREA
Other (please specify) O Yes O Yes O Yes
1 No O No O No
Other (please specify) 1Yes O Yes O Yes
[0 No 0 No ONo

YES = Available, Functionimng,

and Adequate

NO = Not Available, Not Functioming,

and/or Inadequate

12
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DISPOSABLE SUPPLIES DATAPAC Module 6
Instructions® v USUALLY if the item 1s always or nearly always Available, Functioming and Adequate
v SOMETIMES if the 1tem 1s sometimes or occasionally Available, Functioning and Adequate
v  NEVER if the item 1s Not Available, Not Functioning, and/or Not Adequate
Note any comments about an individual item 1n the approprnate column
Disposable Supplies Location Comments
Emergency | Treatment | Recovery
Room Area Area
Disposable sterile gloves 0 Usually 0 Usually 0 Usually
0 Sometimes 0 Sometimes [0 Sometimes
0 Never O Never O Never
Disposable masks 0 Usually 0 Usually 0 Usually
O Sometimes 0O Sometimes J Sometimes
O Never O Never O Never
Disposable 10cc syringes with needles 0 Usually 0 Usually O Usually
O Sometimes [0 Sometimes O Sometimes
O Never 0 Never 0 Never
Disposable blood collection tubes 0O Usually O Usually 0 Usually
1 Sometimes O Somettmes {1 Sometimes
O Never O Never 0 Never
Cotton swabs 0 Usually 0 Usually 0 Usually
0O Sometimes 00 Sometimes O Sometimes
J Never ] Never 0 Never
Gauze (1 Usually 0 Usually 0 Usually
0 Sometimes 0 Sometimes O Sometimes
O Never {1 Never O Never
DATAPAC Core Questionnaire Series Page 13
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DATAPAC Module 6

DISPOSABLE SUPPLIES
Disposable Supplies Location Comments
Emergency | Treatment Recovery
Room Area Area
Cotton 0 Usually 0 Usually 0 Usnally
O Sometimes O Sometimes [ Sometimes
O Never O Never 0 Never
Alcohol 1 Usually 0 Usually 0 Usually
0O Sometimes O Sometimes 00 Sometimes
O Never O Never O Never
Disinfectant (bleach etc) 0 Usually 0 Usually 0 Usually
0 Sometimes 0O Sometimes (1 Sometimes
O Never 0 Never 0 Never
Gluteraldyhyde (for cold sterilization) 0 Usually 0 Usually
0O Sometimes 0 Sometimes
O Never O Never
Antiseptic (for cleanng vagma & cervix) 0 Usually 0O Usually 0 Usually
(specify type) O Sometimes | 0 Somettmes | 00 Sometimes
O Never O Never 0 Never
Soap 0 Usually 0 Usually O Usually
O Sometimes 0 Sometimes 0O Sometimes
O Never ] Never 0 Never
Sanitary Pads 0 Usually 0 Usually 0 Usually
0 Sometimes O Sometimes O Sometimes
0 Never ] Never O Never
Information, education & communication | O Usually 0 Usually
materials (for patients to keep) O Sometimes 0 Sometimes
1 Never 0 Never

DATAPAC CﬁQuestmnnalre Series
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DISPOSABLE SUPPLIES DATAPAC Module 6
Disposable Supplies Location Comments
Emergency | Treatment Recovery
Room Area Area
Others (please specify) L3 Usually 0 Usually (1 Usually
LI Sometimes U Sometimes 00 Sometimes
O Never J Never O Never
Others (please specify) O Usually 0 Usually O Usually
O Sometimes {0 Sometimes O Sometimes
O Never O Never 0 Never
Others (please specify) 0 Usually 0 Usually 0 Usually
0 Sometimes 0 Sometimes O Sometimes
J Never 0 Never O Never
DATAPAC Core Questionnaire Series Page 15
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LABORATORY SERVICES & TESTS

Instructions: v  USUALLY 1if the 1tem 1s always or nearly always Available, Functioning and Adequate
v SOMETIMES 1f the 1tem 1s sometimes or occasionally Available, Functioming and Adequate
v NEVER f1f the item 1s Not Available, Not Functioning, and/or Not Adequate
Note any comments about an individual item 1n the appropriate column
LABORATORY SERVICES & Location COMMENTS
TESTS Emergency | Treatment
Room Area

Hematocnt O Usually 01 Usually

O Sometimes [ Sometimes

O Never O Never
Hemoglobin 0 Usually 0 Usually

0 Sometimes 00 Sometimes

0 Never O Never
Pregnancy test (please specify type) 0 Usually 0 Usually

(0 Sometimes O Sometimes

0 Never O Never
Pregnancy test (please specify type) 0 Usually 0 Usually

{0 Sometimes {0 Sometimes

[0 Never O Never
Pregnancy test (please specify type) 0 Usually O Usually

O Sometimes 01 Sometimes

O Never O Never
Pregnancy test (please specify type) 0 Usually 0 Usually

0 Sometimes O Sometimes

J Never O Never

DATAPAC Module 6
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LABORATORY SERVICES & TESTS DATAPAC Module 6
LABORATORY SERVICES & Location COMMENTS
TESTS Emergency | Treatment
Room Area
Ultrasound 0 Usually g Usually
0 Sometimes 0 Sometimes
0O Never O Never
Radiology (X-ray) U Usually 01 Usually
0 Sometimes O Sometimes
0 Never O Never
Blood cross-match 0 Usually 0 Usually
0 Sometimes 0 Sometimes
0 Never O Never
Blood typing O Usually 0 Usually
O Sometimes 0 Sometimes
[0 Never O Never
Transfusion 0 Usually O Usually
0 Sometimes O Sometimes
0 Never [ Never
Rh factor 0 Usually 0 Usually
0 Sometimes O Sometimes
O Never O Never
Blood bank 0 Usually 0 Usually
O Sometimes O Sometimes
(0 Never ) Never
Microscope 01 Usually 0 Usually
O Sometimes O Sometimes
O Never J Never
DATAPAC Core Questionnaire Series Page 18



LABORATORY SERVICES & TESTS

DATAPAC Module 6

LABORATORY SERVICES & Location COMMENTS
TESTS Emergency | Treatment
Room Area

Gram-staiming materials 0 Usually [ Usually

0 Sometimes 0 Sometimes

[1 Never 1 Never
Culture media & supplies 0 Usually 0 Usually

0 Sometimes 0 Sometimes

1 Never O Never
Other Laboratory Services (please specify) | O Usually 0 Usually

0 Sometimes (1 Sometimes

(1 Never 0 Never
Other Laboratory Services (please specify) O Usually 0 Usually

[1 Sometimes [0 Sometimes

0 Never 0 Never
Other Laboratory Services (please specify) 0 Usually O Usually

00 Sometimes 0 Sometimes

{1 Never O Never

g

DATAPAC C‘Questlonnalre Series
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MEDICATIONS CHECKLIST DATAPAC Module 6
Instructions® v USUALLY if the item 1s always or nearly always Available, Functioning and Adequate
v SOMETIMES 1f the item 1s sometimes or occasionally Available, Functioning and Adequate
v NEVER 1f the 1item 1s Not Available, Not Functioning, and/or Not Adequate
Note any comments about an individual item 1n the appropriate column
Medications Location Comments
Emergency | Treatment Recovery
Room Area Area
General Anesthesia (please specify) (] Usually 0 Usually 0 Usually
0 Sometimes 0 Sometimes 0O Sometimes
O Never [0 Never (J Never
0 Usually 0 Usually (1 Usually
O Sometimes 00 Sometimes 0 Sometumes
O Never O Never 0O Never
0 Usually O Usnally 0O Usually
00 Sometimes 00 Sometimes (0 Sometimes
O Never 0 Never 0 Never
Regional Anesthesia (please specify) J Usually O Usually O Usually
O Sometimes {0 Sometimes O Sometimes
{0 Never 0 Never 01 Never
(0 Usually (I Usually 0] Usually
O Sometimes 0 Sometimes O Sometimes
O Never 0 Never (] Never
0 Usually 0 Usually {1 Usually
O Sometimes 0 Sometimes (J Sometimes
O Never O Never (J Never
Local Anesthesia (please specify) 0 Usually O Usually {1 Usually
[J Sometimes 0 Sometimes 0O Sometimes
[0 Never 00 Never U Never
DATAPAC Core Questionnaire Series Page 20
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DATAPAC Module 6

MEDICATIONS CHECKLIST
Medications Location Comments
Emergency | Treatment Recovery
Room Area Area
1 Usually 0 Usually O Usually
{0 Sometimes O Sometimes 0 Sometimes
O Never O Never O Never
{1 Usually 0 Usually 0O Usually
O Sometimes [] Sometunes O Sometimes
O Never 0 Never O Never
Analgesia (please specify) 0 Usually 0 Usually 0 Usually
00 Sometimes O Sometimes 0 Sometimes
O Never [1 Never 0 Never
00 Usually 0 Usually O Usually
00 Sometimes O Sometumes 0 Sometimes
O Never O Never O Never
[ Usually 0 Usually 00 Usually
O Sometimes O Sometimes {0 Sometimes
O Never O Never O Never
Anxiolytics (please specify) 0 Usually O Usually 0 Usually
0 Sometimes [J Sometimes {1 Sometimes
O Never O Never 0O Never
00 Usually 0 Usually O Usually
O Sometimes 0 Sometimes O Sometimes
O Never O Never O Never
0 Usually 0 Usually 0 Usually
(1 Sometimes {1 Sometimes O Sometimes
O Never O Never O Never
Antbiotics (please specify) 0 Usually 0 Usually 00 Usually
O Sometimes 0 Sometimes 0O Sometimes
O Never 00 Never O Never

DATAPA&ore Questionnaire Series
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MEDICATIONS CHECKLIST DATAPAC Module 6
Medications Location Comments
Emergency | Treatment Recovery
Room Area Area
O Usually 0O Usually {0 Usnally
00 Sometimes 0 Sometimes 00 Sometimes
O Never 0 Never 0 Never
0 Usually 0 Usually O Usually
0 Sometimes 0 Sometimes {J Sometumes
O Never O Never (1 Never
Oxytoxics (please specify) O Usually 00 Usually 0 Usually
O Sometimes O Sometimes O Sometimes
{1 Never O Never 00 Never
0 Usually 0 Usually O Usually
O Sometimes 0 Sometimes O Sometimes
{0 Never O Never 0 Never
0 Usually 0 Usually [ Usnally
0 Sometimes 0 Sometimes [ Sometumes
O Never O Never O Never
IV flmds (please specify) O Usually 00 Usually 0 Usually
0O Sometimes 00 Sometimes O Sometimes
0O Never 0 Never O Never
0 Usually 0 Usually O Usually
O Sometimes 0 Sometimes {J Sometimes
[0 Never O Never O Never
O Usually O Usually O Usually
O Sometimes O Sometimes {1 Sometimes
(0 Never (] Never (1 Never
Blood products (please speafy) (] Usually 0 Usually O Usually
O Sometimes 0 Sometimes O Sometimes
() Never 0 Never (] Never
DATAPAC Core Questionnaire Series Page 22
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DATAPAC Module 6

MEDICATIONS CHECKLIST
Medications Location Comments
Emergency | Treatment | Recovery
Room Area Area

O Usually 0 Usually {0 Usually
O Sometimes 00 Sometimes O Sometimes
1 Never O Never O Never
O Usually 0 Usually O Usually
{1 Sometimes 00 Sometimes [0 Sometimes
00 Never [0 Never J Never

Other medications (please specify) 1 Usually 0 Usually O Usually
0 Sometimes 0 Sometimes O Sometimes
O Never 0 Never 0O Never
0 Usually 0 Usually O Usually
O Sometimes O Sometimes O Sometumes
O Never O Never O Never
O Usually 0 Usually 00 Usually
{1 Sometimes 0 Sometimes 0 Sometimes
O Never O Never O Never

DATAPAsore Questionnaire Series

‘age 23




CONTRACEPTIVE CHECKLIST DATAPAC Module 6

d Instructions v  USUALLY 1f the item 1s always or nearly always Available, Functioming and Adequate

v SOMETIMES if the 1tem 1s sometimes or occasionally Available, Functioning and
Adequate
v NEVER 1f the 1tem 1s Not Available, Not Functioning, and/or Not Adequate
Note any comments about an individual 1tem 1n the appropriate column
Contraceptives 5| E| Comments
o} 10 4
MODERN METHODS
Male Condom O ad a
Female Condom O 0 O
Spermicide o| 0|0
Diaphragm o] oy 0
. Combined oral contraceptive [ il O
Progestin-only pill o, 0|0
Injectable o O O
Implant 0 il ad
IUD 0 O a
Female sterilization O O 0O
Male sterilization 0 0 O
Other method (please specify) 0 0 O
Other method (please specify) 0| O O
DATAPAC Core Questionnaire Series Page 24



CONTRACEPTIVE CHECKLIST DATAPAC Module 6

Appendix 1. .

These forms are designed to be used when interview knowledgeable staff to determine whether
supplies of certain 1tems occasionally or frequently run out Remember, 1f you interview staff in

order to complete these forms, you should first obtain a written Informed Consent Form from
each staff member involved

DATAPAC Core Questionnaire Series Page 25



DISPOSABLE SUPPLIES DATAPAC Module 6
Instructions v USUALLY if the item 1s always or nearly always Available, Functioming and Adequate
v SOMETIMES if the 1tem 1s sometimes or occastonally Available, Functioning and Adequate
v NEVER ff the item 1s Not Available, Not Functioning, and/or Not Adequate
Note any comments about an individual item 1n the appropriate column
Disposable Supplies Location Comments
Emergency | Treatment Recovery
Room Area Area
Disposable sterile gloves 0 Usually [ Usually 0 Usually
O Sometimes O Sometimes [0 Sometimes
(1 Never [0 Never [1 Never
Disposable masks 0 Usually 0 Usually 0 Usually
00 Sometimes O Sometimes ] Sometimes
] Never O Never 0 Never
Disposable 10cc syringes with needles 01 Usually 0 Usually 0 Usually
00 Sometimes O Sometimes 00 Sometimes
1 Never O Never [ Never
Disposable blood collection tubes 0 Usually O Usually 0 Usually
[J Sometimes O Sometimes (] Sometimes
0 Never O Never 0 Never
Cotton swabs 0 Usually 0 Usually (1 Usually
0 Sometimes [0 Sometimes O Sometimes
0 Never O Never (0 Never
Gauze g Usually 0 Usually {1 Usually
O Sometimes 0 Sometimes 0 Sometimes
O Never (] Never 00 Never
DATAPAC Core Questionnaire Series Page 27
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DATAPAC Module 6

DISPOSABLE SUPPLIES
Disposable Supplies Location Comments
Emergency | Treatment | Recovery
Room Area Area
Cotton 0 Usually 0 Usually 0] Usually
{J Sometimes O Sometimes O Sometimes
O Never 0 Never O Never
Alcohol 0 Usually 0 Usually 0 Usually
0 Sometimes O Sometimes O Sometimes
O Never O Never 0 Never
Dasinfectant (bleach, etc ) 0 Usually O Usually O Usually
0O Sometimes O Sometimes O Sometimes
O Never O Never 0 Never
Gluteraldyhyde (for cold sterilization) 0 Usually 0 Usually
O Sometimes O Sometimes
[ Never [J Never
Antiseptic (for cleaning vagina & cervix) 0 Usually 0 Usually 0 Usually
(specify type) O Sometimes | (1 Sometimes  § [ Sometimes
O Never O Never 00 Never
Soap 0 Usually {1 Usually 0 Usually
(0 Sometimes O Sometimes 0 Sometimes
0 Never [ Never 0O Never
Sanitary Pads 0 Usually 0 Usually 0 Usually
O Sometimes 00 Sometimes 0O Sometimes
00 Never 1 Never 0 Never
Information, education & communication | O Usually 0 Usually
materials (for patients to keep) 0 Sometimes [ Sometimes
{1 Never O Never

DATAPAC 5e Questionnaire Series
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DISPOSABLE SUPPLIES DATAPAC Module 6
Disposable Supplies Location Comments
Emergency | Treatment Recovery
Room Area Area
Others (pleasc specify) 0 Usually 0 Usually 0 Usually
0 Sometimes {J Sometimes O Sometimes
O Never g Never O Never
Others (please specify) 0 Usually O Usually 0 Usually
0 Sometimes O Sometimes (] Sometimes
[ Never [1 Never O Never
Others (please specify) 0 Usually 0 Usually 0 Usually
O Sometimes O Sometimes 0 Sometimes
0O Never 0 Never O Never
DATAPAC Core Questionnaire Series Page 29
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