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Abstract 
 

Measuring the quality of healthcare is a vexing problem: Quality is 

multidimensional and deficits in care can manifest as doing Òtoo muchÓ 

or Òtoo littleÓ. One way to address several outstanding problems in the 

measurement of quality is through the use of standardized patients Ð 

people recruited from local communities and extensively trained to depict 

the same conditions to multiple providers. The standardized patient 

methodology offers a unique strategy to assess health care quality. Since 

providers see the ÒsameÓ patient, confounders arising from differential 

patient and case-mix are better controlled for than when understanding 

health care quality through other methods, such as administrative data or 

medical records. Further, researchers know what illness the patient has; 

therefore, the performance of healthcare providers can be directly 

compared to national and international standards of care for that condition. 

The authors have developed expertise in the use of the standardized 

patient method in small-sample, large-sample, and population-based 

studies, particularly in India, China, Kenya, and South Africa. Based on 

that experience, this manual provides an overview of the use of 

standardized patients, extensive training material and methods, as well as 

detailed questionnaires, IRB applications, and a suite of material that can 

be used in future such studies. 
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ACRONYMS & ABBREVIATIONS 

IEC Ð Independent ethics committee 

IRB Ð Institutional review board 

ISERDD Ð Institute for Socio-Economic Research on Development and Democracy 

KePSIE Ð Kenya patient safety impact evaluation 

M&E Ð Monitoring and evaluation 

MAQARI Ð Medical advice, quality, and availability in rural India 

QoC Ð Quality of care 

Qutub Ð Quality of tuberculosis care 

RCT Ð Randomized controlled trials 

SP Ð Standardized patient 

SPDES Ð Standardized Patient Data Entry System 

TAG Ð Technical Advisory Group 

WHO Ð World Health Organization 

 

 

STUDIES MENTIONED IN MANUAL 

Project Name Location Institutions Involved 

West Bengal Study West Bengal, India Development Impact Evaluation (DIME) at World Bank, 

International Finance Corporation (IFC), Development Research 

Group at World Bank 

KePSIE Project 

Kenya Patient Safety Impact 

Evaluation 

Nairobi, Kenya DIME at World Bank, IFC, Development Research Group at World 

Bank 

MAQARI Project 

Medical Advice, Quality, and 

Availability in Rural India 

Rural India Harvard University, Johns Hopkins University, Duke University, 

University of Toronto, World Bank 

Qutub Project 

Quality of Tuberculosis Care 

Project 

Urban India (Delhi, 

Mumbai, Patna) 

McGill University, World Bank, Johns Hopkins University, Institute 

of Socio-Economic Research on Development and Democracy 

ZASP Study 

Standardized patients: An 

approach to understanding the 

realities of South AfricaÕs TB 

cascade 

South Africa McGill University; HIV/AIDS, STI, and TB (HAST) Program at the 

Human Sciences Research Council (HSRC) in Pretoria, South 

Africa 

REAP study 

Rural Education Action Program 

China Stanford University 
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SECTION 1. INTRODUCTION 

In order to improve the health of the worldÕs population, health systems must be 

designed to deliver health with sufficiently high quality. Delivering health to the benefit 

of populations involves not only monitoring and improving access and coverage of 

health services (the ÒquantitiesÓ of health services), but also ensuring that health 

services are delivered well (the ÒqualityÓ of health services) and implementing quality 

improvement strategies when they are not. Otherwise, efforts to improve access and 

coverage will result in patients obtaining care with unknown and varied quality, which 

can result in more sickness and high financial and non-financial costs to patients, 

health systems, and economies. But first, what is high quality? High quality care refers 

to care that is safe, effective, patient-centered, timely, efficient, and equitable. However, 

understanding and improving levels of health care quality poses several logistical 

challenges. This manual focuses on how to implement quality of care survey techniques 

in the context of low- and middle-income countries (LMICs). This introduction section 

presents the purpose of understanding quality of care, summarizes various quality 

measurement techniques with an emphasis on the standardized patient methodology, 

and outlines the manual. 

 

Measuring quality in LMICs can offer responses and further discussion to the following 

types of questions: What happens during a clinical visit between a patient and a health 

care provider? How is care provided to patients, and what is the quality of care provided 

to patients? What are the ways in which health care providers can improve their 

interaction with patients and improve quality of care? These questions have proven 

very hard to answer in high-income countries, although considerable progress has 

been made using administrative records and chart abstraction. In low-resource settings, 

such administrative records and patient charts are either not kept or contain poor and 

inaccurate information. Consequently, quality measurements have relied on customized 

surveys of healthcare providers using a multitude of techniques. This manual is written 

to guide implementers through decision-making processes that help identify the 

nuances, provide considerations, and lay down protocols to address critical aspects in 

implementing the standardized patient methodology. The authors have been involved in 

several such studies, and because the method is being rapidly scaled up in diverse 

settings to measure quality, this manual aims to summarize the key steps towards 

successful standardized patient implementation based on lessons from previous 

studies. 
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Standardized Patients (ÒSPsÓ also known as Òfake patientsÓ or Òmystery clientsÓ or 

Òsimulated patientsÓ) are a methodological tool to help capture practice, processes, and 

services in the health sector. SPs are individuals recruited from local communities and 

extensively trained to present tracer health conditions to health care professionals at 

health facilities or pharmacies. The purpose of mimicking a real encounter in such a 

way between patients and health service professionals is to gather information on what 

type of interaction would occur in reality. Since real encounters are the byproduct of 

patient and provider characteristics and decision-making patterns, SPs offer a 

perspective into provider characteristics and decision-making patterns while keeping 

the patient standardized. Gathering this information across many providers has helped 

with understanding and improving quality of health care, patient safety issues, training 

outcomes, or policy implementation in different settings of interest.  

 

After interactions with the health sector, SPs in research studies are trained to precisely 

debrief their encounter, and various aspects of each SP interaction are recorded in a 

structured questionnaire. The structured questionnaire is similar to patient exit 

questionnaires, which are surveys completed by patients after visiting health facilities. 

Information about the interactions captured in the SP structured questionnaires become 

analyzable data. Through design, these data can then assess a range of outcomes, 

such as health care providersÕ adherence to international and national guidelines for 

the health condition presented by the SP, as well as history questions asked, diagnosis 

given, diagnostic tests ordered, treatment dispensed or prescribed, referrals or clinical 

instructions, and observed adherence to patient safety issues, such as hand-washing 

prior to examination. Throughout this manual, examples from SP projects implemented 

in India, Kenya, China, South Africa, and other LMICs are provided for the purpose of 

helping teams implement the SP methodology in resource-limited, global health 

settings. 

 

What can be achieved with SPs and how? 

Examples of objectives for previous SP studies include: 

1.! To understand provider practice 

2.! To assess processes and behaviors occurring during a clinical interaction 

3.! To assess standards of care or policy implementation at a certain point of time 

4.! To implement monitoring or a surveillance system benchmarked in standards of care 
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5.! To ensure high quality medical education through realistic scenarios that test and train 

health care professionals with face-to-face patient encounters 

 

One of the first and main questions that SPs can help answer in low-resource settings is, ÒWho 

provides care?Ó For instance, in an SP study in rural and urban India, Das et al. find that in 

63% of their SP interactions conducted at public health clinics, SPs were seen by an individual 

who did not have any medical training, despite governmental policy requiring these facilities to 

be staffed by trained health professionals (1). During the initial stages of study design, one 

question to ask is, ÒIs it important to assess policy on health providers who see patients?Ó 

Then, when designing the study implementation, different research questions can result in 

different logistical issues to work out. For example, the question, ÒWho provides care?Ó turns 

into a non-trivial challenge for the field team, which must then ensure that an SP actor sees 

the person intended Ð a consistent challenge across previous studies. How does a team 

implementing SPs decide whether to visit health facilities as walk-ins or with appointments to 

see specific health care providers? This manual will address considerations for these nuances. 

 

SPs can also capture more complex dynamics in a patientÕs interaction at a health facility or 

with a health care provider. For example, more complex research questions in which SPs have 

been or can be used to help answer include: 

!! What is the average level of quality of care received by patients visiting providers, and 

to what extent does quality vary? 

!! What is the variation of provider practice in a given setting? 

!! What is the general situation concerning medicine and health care delivery? 

!! To what extent are diagnostic tests and treatments ordered for patients presenting with 

certain conditions? 

!! To what extent is a new or existing policy being adopted by a health sector? 

!! Do doctors treat male and female patients differently? 

!! What is the take-up of a new diagnostic technology in the health sector? 

!! What do physicians or pharmacies charge as fees? 

!! How much time do health providers spend with patients during patient visits? 

!! What is the extent to which unnecessary or harmful medicines are prescribed or 

dispensed? 

!! What are current levels of quality for drug dispensing or prescribing? 

!! Do health care professionals treat fully compliant or empowered patients differently? 
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Why SPs? A variety of different methods are available to measure quality of care! 

Across LMICs, several methods exist to assess quality of care, including vignettes, 

patient exit interviews, direct clinical observation, medical record or chart abstraction, 

as well as SPs. General descriptions of each method are provided below. 

 

¥! Vignettes are interviews conducted with health care providers to understand the process 

of a patient-provider interaction. A vignette can be structured with a specific case, and 

providers can then respond with the type of questions they would ask the patient, tests 

they would order, medicines they would prescribe, referrals they would make, and any 

other further instructions they would give to the patient. 

¥! Patient exit interviews are surveys completed by patients to learn more about their 

experience at the health facility on the day of visit. Exit interviews are often used to 

understand patient satisfaction measures and other facets of the patientÕs experience 

with the health provider, other health workers, and the facilities during the visit. 

¥! Direct clinical observation techniques offer a way to capture actions, the sequence of 

actions, and the duration of those actions as done by health providers. These details 

are captured by directly observing the health provider or the environment in which 

health workers provide services to patients. 

¥! Medical record or chart abstraction leverage the information captured in paper or 

electronic medical records, billing, drug prescriptions, or other charts to understand 

provider actions, such as tests ordered, medicine prescribed, and other aspects of 

patient management documented. 

¥! SPs are recruited individuals trained to simulate standardized cases during presentation 

at a health facility or to a health care professional, after which they complete an exit 

questionnaire that provides details on the interaction. 

 

Depending on the research questions of interest, any of these methods can be more 

or less appropriate to conduct; however, interpretation of results vary, and each method 

has a unique set of limitations (for more thorough discussion of budget requirements 

and considerations once quality of care methods and health conditions of interest have 

been selected for study, see Section 3.1). For example, when comparing vignettes to 

SPs, vignettes are better for assessing provider knowledge, and SPs are better at 

assessing provider practice. In the next paragraphs, the different methods are described 
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and compared against each other, and we explain why the SP method is the gold 

standard measurement tool to understand provider practice. 

 

Reprinted and adapted from the Medical Advice, Quality, and Availability in Rural India 

(MAQARI) Project Manual (2), Table 1.1 summarizes the aforementioned quality 

measurement methods across their abilities to assess provider knowledge and practice, 

to provide limitations and biases when considering each method, and to outline 

illnesses that can be captured.  

 

Table 1.1. Measures of quality, reprinted and adapted from the MAQARI Project (2) 

Measure of 

Quality 

M
e
a
su

re
s 

K
n
o
w

le
d
g
e
 

M
e
a
su

re
s 

P
ra

c
tic

e
 

A
c
c
o
u
n
ts

 f
o
r 

C
a
se

-M
ix

 

A
c
c
o
u
n
ts

 f
o
r 

P
a
tie

n
t-

M
ix

 

Limitations and biases when 

considering each method 

Illnesses Covered 

Provider 

Vignettes 

Yes No Yes Yes By design: Vignettes 

measure the maximum a 

provider can do and is 

affected by social 

desirability bias. Very easy 

to include as a survey when 

research team is already 

conducting health facility 

surveys; however, vignettes 

can overestimate provider 

practice. 

All 

Patient Exit 

Interviews 

No Yes Yes No, but 

can 

account 

for 

service-

mix 

By design: Exit interviews 

measure the maximum a 

patient recalls and is 

affected by social 

desirability bias. Challenges 

exist with sampling patients 

and ensuring high rates of 

participation, and providers 

may not always refer to 

clinical or technical 

procedures by name with 

patients. 

All; however, recruitment 

of patients is more 

difficult if research team 

is interested in rarer 

health conditions or 

patient characteristics. 

Direct 

Clinical 

Observation 

No Yes No No Direct observation is biased 

by Hawthorne effects; 

however, Leonard and 

Masatu (2007) show big 

Limited in two ways: (A) 

ÒseriousÓ illnesses like 

unstable angina will 

show up on a sporadic 
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Hawthorne effects begin to 

decline with the time spent 

observing (3). Costs of 

paying enumerators to 

observe for long periods of 

time can be high and may 

not be relevant for rarer 

conditions. Ethical 

challenges exist for data 

collectors who observe bad 

or harmful practices being 

performed on real patients. 

basis, and (B) the 

observer never knows 

what the patient actually 

hasÑand doctors 

frequently make 

incorrect diagnoses.  

Medical 

Record or 

Chart 

Abstraction 

No Yes No No Although appropriate in 

settings with very strong 

records, LMIC settings 

typically have incomplete, 

varied (paper, books, 

electronic), or no records in 

low-resource settings. 

Records if they exist also 

often only measure patients 

after a specific diagnosis is 

made and do not accurately 

or consistently reflect 

patient-provider interactions. 

More relevant for 

provider actions that 

occur after diagnosis is 

made and for conditions 

where health records 

are kept. If records exist 

and are high quality, this 

method can be better 

for conditions where 

patients visit providers 

for multiple, sequential 

visits (e.g., chronic 

conditions) 

Standardized 

Patients 

No Yes Yes Yes Assesses one-time 

interaction (and not follow-

up or subsequent visits) to 

a single facility or provider. 

More extensive planning, 

recruitment, and training 

costs, and significant 

capacity and skill in 

implementation is needed to 

address the details in 

conducting such a study. 

Limited to (A) diseases 

that donÕt have any 

obvious physiological 

symptoms (which 

cannot be mimicked), 

and (B) conditions that 

donÕt require invasive 

examsÑparticularly in 

LMICs. 

 

There are several reasons that may warrant implementing one of the above methods over the 

others. Because of this, it is critical to understand the differences across these methods when 

selecting the most appropriate quality of care measure to implement for your purposes. 

 

¥! How do vignettes differ from SPs?  
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First, vignettes are easier and less expensive to implement than SPs, and have a wider 

breadth of illnesses that can be assessed. However, vignettes result in biased estimates 

if the objective is to understand actual practice. This is due to the know-do gap, which 

has been documented in a variety of settings for a variety of conditions and represents 

the difference between what providers state they would do in a hypothetical situation 

and what they actually do when presented with a real patient. In one study that took 

place in rural India, Mohanan et al. (2015) found that when presented with a child 

diarrhea case vignette, 21% of health care practitioners prescribed potentially harmful 

treatment; whereas, when an SP presented at the clinic and described a child at home 

with diarrhea, 72% of the same practitioners prescribed potentially harmful treatment 

(4). Similarly for adult illnesses, Das et al. (2015) reported in their study on tuberculosis 

that 73% of providers in their sample ordered a chest X-ray or sputum smear 

microscopy test during the vignette interview, but only 10% did the same when an SP 

with a classic textbook case of presumed tuberculosis visited the provider (5). In 

summary, providers report actions based on their knowledge, which may be well 

measured by a vignette; however, there is evidence that demonstrates that what 

providers know often is different from what they practice. 

 

¥! How do vignettes or SPs differ from patient exit interviews? 

Patient exit interviews offer a way to understand the interaction between the patient and 

provider. Where a vignette constructs a case scenario that is presented to the provider 

in an interview setting, the exit interview is a survey that contains questions for the 

patient usually at the end of the clinic visit. For these reasons, the patientsÕ responses 

to exit interviews will reflect what patients recall or care about (e.g., user experience) 

and are less able to estimate more specific aspects of care that are relevant for quality. 

For example, a patient may know his blood was being drawn, but may not necessarily 

be able to report the specific blood tests that were ordered by the doctor or whether 

the test was recommended by guidelines or certain protocols. 

 

¥! It seems like all provider actions of interest can be observed, but what are the limitations 

of direct observation? 

Direct observation, unlike provider vignettes and exit interviews, can provide data on 

provider practice, especially when the observer is trained to identify the actions of 

interest. Before selecting this approach to assess quality of care, one should consider 
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several notable considerations and limitations to direct observation. One main limitation 

of direct observation is: what patients actually have is unknown to observers. For this 

reason, direct observations therefore rely on general observable metrics of care that are 

assumed to be higher with better quality, such as consultation time or number of exams, 

which is not always accurate for quality measures, since consultation time and exams 

can be both unnecessary and necessary. Chan et al. (2012) in the MAQARI project 

field manual describe five other limitations to direct observation (2). To paraphrase, 

these include:  

(i)! The patient mix and the type of illnesses that different providers and 

facilities see may confound observed quality. 

(ii)! When patient-provider interactions are observed in medical facilities, the 

observer may not know the actual diagnosis, and this makes it 

challenging to know whether the provider actions were correct. 

(iii)! Rare events of interest will require long periods of observation. Individuals 

with, for example, less prevalent health conditions or conditions that do 

not require frequent visits will be observed less frequently as more 

common, less life-threatening illnesses, which suggests that the 

observation period to capture quality for the former conditions will be 

long (e.g., several weeks). 

(iv)! Having an observer trained to monitor providersÕ actions of interest offers 

an ethical dilemma in the moment providers make an incorrect or 

potentially harmful action. Should the observer step in and correct the 

provider? 

(v)! The Hawthorne effect, or the phenomenon where individuals alter their 

behavior when they are being watched, biases the results of direct 

observation. Since quality of care is effectually a measure of performance, 

the individuals who are to be observed may feel as though their job, 

salary, or reputation is on the line. This may result in the observed 

individual performing more of the actions they believe they should be 

doing and less of the actions they know they should not be doing. 

Further, when doing research and obtaining consent, the individual who 

is to be observed may decline consent. 
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¥! What information do SPs give that cannot be captured from medical record or chart 

data? 

Since medical records and charts are documents produced at health facilities, they can 

provide more clinically accurate information than exit interviews, because they do not 

rely on patientÕs ability to discern or remember clinical actions. However, there are 

several limitations that must be considered when interpreting data from medical records 

or charts. First, an assessment of quality of care cannot be made on actions that are 

not part of the medical record. Second, it must be assumed that all patients seen are 

entered in the record, and all information is an accurate representation of what occurred. 

Third, in many settings in LMICs, medical records simply do not exist, and when they 

exist, information is often sparse. In contrast, SPs are trained to recall specific aspects 

of the interaction with a provider and of the health facility of interest, and upon leaving 

the health facility, the SPs complete an exit interview that captures the pre-determined 

information that is desirable to collect.  

 

¥! Would the SP methodology be appropriate to implement in any setting? 

The SP method also has current limitations, which should be considered before 

deciding to apply it in any setting or may warrant further methodological development. 

First, assessing child-related conditions requires detailed attention to address ethical 

considerations and appropriate precautions are taken. One example of the use of SPs 

with real children is published by Rowe et al. (2012; ClinicalTrials.gov Identifier: 

NCT00510679), which describes a quality improvement intervention assessment in 

Benin for the Integrated Management of Childhood Illnesses with real children 

accompanied by adult actors portraying caretakers (6). Second, conditions that may 

receive a potentially harmful procedure, regardless of whether it is an accurate 

procedure or not, require appropriate techniques to be put in place for SPs to feasibly 

avoid any risks. These will vary from setting to setting. As Chan et al. (2012) state in 

the MAQARI Project Manual, ÒAlthough invasive examinations do not preclude the use 

of SPs in medical education in high-income countries, in typical clinics in low-income 

countries, any kind of invasive examination (including the use of a thermometer) or 

treatment (e.g., injections) can result in a health risk to the SPÓ (2). Third, the SP 

methodology has not been used to conduct follow-up visits at scale. Understanding 

quality for certain health conditions or to ascertain some research questions may require 

information that captures the actions of a provider after the same patient has visited him 
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or her several times. The Qutub project in urban India conducted a follow-up visit pilot 

in Delhi with three SPs, who were trained to return as fully compliant tuberculosis 

symptomatics to 19 providers for up to 3-4 visits each (not published). Although none 

of the SPs were detected in any of the visits, a follow-up study at-scale has not been 

conducted, and follow-up visits may not be appropriate for other health conditions in 

other settings without serious considerations (such as understanding the likelihood in 

which real patients return for a follow-up visit upon provider suggestion) and 

subsequent piloting to ensure SPs are not detected (7).  

 

Purpose and structure of the manual 

This guiding manual is written to support work with SPs, particularly in LMICs. The next section 

provides a list of relevant research literature discussing SP studies across different continents 

(Section 2). Then, information is provided on how to assess the feasibility of SPs, particularly 

given health conditions of interest (Section 3), followed by elements for designing an SP project 

(Section 4). The manual then provides a set of tools for conducting an SP study (Section 5) 

and outlines how training can be structured with descriptions of SP training experiences in 

different countries (Section 6). A pilot should be carried out before larger engagements with 

SPs are initiated. Thus, this manual then gives details of what should be considered before a 

pilot (Section 8) and guidelines for how to conduct a pilot (Section 9).  

 

Data entry, programming, and analysis require detailed preparations and ongoing management. 

The manual provides guidelines and examples from different countries (Section 10). Fieldwork, 

which includes health provider or facility selection options based on specific questions of 

interest, monitoring, operations, and fieldwork outputs, is also detailed (Section 11). Given the 

SP methodology can be unfamiliar to certain audiences of the SP findings, a description of the 

types of audiences and arenas for results dissemination is provided (Section 12). The document 

concludes in Section 13. 
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SECTION 2. OVERVIEW OF LITERATURE 

Although this manual and toolkit focuses on settings in LMICs, the content stands on the shoulders of the many efforts that have 

implemented or are currently implementing SP studies around the world. Before a feasibility assessment, project design, and project 

implementation occurs, it is important to learn about the different applications of the SP method, the variety of contexts, and what 

has been learned from SP projects and about the SP method. For that reason, it can be helpful to refer to earlier studies with SPs 

regardless of whether they were implemented in an LMIC setting. Table 2.1 organizes SP studies and other helpful publications by 

geography. For each publication, the table organizes the setting, health conditions assessed, and provides a summary (for 

bibliography see Table 2.1 References). The table is not comprehensive, but aims to serve as a helpful resource while providing 

a lens into the variety of SP work in the literature. 

 

Table 2.1. SP studies and projects categorized by geography. 

AREA AUTHORS YEAR SETTING 
HEALTH 

CONDITIONS 
TITLE STUDY TYPE SUMMARY 

Global 
Bate R, Mooney 

L, Hess K 
2010 

19 cities in 

developing 

and middle-

income 

countries 

Essential 

medicines 

Medicine registration 

and medicine quality: a 

preliminary analysis of 

key cities in emerging 

markets 

Observational, 

Cross-

sectional 

This study tested and compared the quality of 

registered essential medicines (anti-malarials, 

antibiotics, anti-mycobacterials) to non-registered or 

those with an unknown registration status. "Covert 

shoppers" (n= unknown) were used to procure 2065 

medicines from private pharmacies in a variety of 

middle-income countries. Registered medicines 

consistently demonstrated significantly higher quality 

(lower failure rate) compared to unregistered or 

unknown medicines, across all geographies and types 

of medication. 
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Davis DA, 

Mazmanian PE, 

Fordis M, Van 

Harrison RT, 

Thorpe KE, 

Perrier L 

2006 

Australia 

Canada 

New Zealand 

United 

Kingdom 

United States 

N/A - review of 

methods 

Accuracy of physician 

self-assessment 

compared with 

observed measures of 

competence: a 

systematic review 

Systematic 

review 

This review examined 17 studies comparing physician 

self-assessment to other forms of external observational 

assessment. The majority (13/20, 65%) found little, no, 

or an inverse relationship between self- and external 

assessment, suggesting that physicians have a limited 

ability to accurately self-assess. 
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Fitzpatrick A, 

Tumlinson K 
2016 

Kenya 

Uganda 

(LMICs) 

N/A Ð review of 

methods 

Strategies for Optimal 

Implementation of 

Simulated Clients for 

Measuring Quality of 

Care in Low and 

Middle-Income 

Countries 

Review 

This study draws on experiences from studies 

conducted in public and private-sector facilities in 

Kenya and Uganda. The study highlights the benefits 

and challenges to using the SP method to assess 

quality of care. The SP design accurately measures 

actual provider behavior; however, SP studies face 

many challenges. SPs must be appropriate (accurately 

represent facilityÕs clientele, have strong recall) and 

training protocols must be detailed to ensure SPs are 

standardized. Protocols around confidentiality and SP 

risk mitigation must also be developed and strictly 

adhered to. Other challenges faced by SP studies 

include complex ethical approval, extensive training of 

team members, and collecting data on prices within 

consultations. The authors conclude that the unique 

information gathered from SP studies far outweighs the 

various costs. 

May W, Park 

JH, Lee J 
2009 

Global (not-

specified) 

N/A - review of 

methods 

A ten-year review of 

the literature on the use 

of standardized patients 

in teaching and learning 

Systematic 

review 

This review examines and reports on 69 studies 

pertaining the use of SPs for educational purposes, 

commenting on whether they affect knowledge, skills, 

and performance of learners. The majority of "learners" 

Using SPs were in medicine and nursing, and SPs 

were most often utilized to teach communication and 

clinical skills. Most often, improvements were measured 

as changes in knowledge, skills or attitudes, but few 

reported on behavioral change (which could actually 

affect patient outcomes). Studies had generally weak 

research designs, with no RCTs and few used control 

comparison groups. 
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Mesquita AR, 

Lyra DP, Brito 

GC, Balisa-

Rocha BJ, 

Aguiar PM, de 

Almeida Neto 

AC 

2010 
Global (not-

specified) 

N/A - review of 

methods 

Developing 

communication skills in 

pharmacy: a systematic 

review of the use of 

simulated patient 

methods. Patient 

education and 

counseling 

Systematic 

review 

This review examined 15 studies relating to the use of 

simulated patients in assessing or improving 

communication skills among pharmacists. The authors 

concluded that the SP methodology is under- and 

misutilized as an educational or training tool, as the vast 

majority of studies used the SP methodology strictly to 

assess behavior. This review did not attempt to 

examine the quality of pharmacist-patient 

communication reported within the studies. 

Africa 

Brown L, Tyane 

M, Bertrand J, 

Lauro D, Abou-

Ouakil M, 

Demaria L 

1995 Morocco Family planning  

Quality of care in family 

planning services in 

Morocco 

Observational, 

Cross-

sectional 

This study examined quality of care at 50 national 

family planning service points in Morocco. 22 mystery 

(simulated) patients observed a total of 25 provider-

client interactions in order to identify gaps and improve 

service delivery. Strengths of the service delivery 

included availability of equipment and supplies, training 

of personnel, and mechanisms to encourage 

continuous use; limitations included abundance of 

counselling materials and availability of contraceptive 

pills. Mystery clients did not present themselves as new 

or returning customers, which negatively impacted the 

ability to interpret quality of delivery that may differ in 

these two scenarios. 

Christian CS, 

Gerdtham UG, 

Hompashe D, 

Smith A, Burger 

R 

2018 South Africa Tuberculosis 

Measuring Quality Gaps 

in TB Screening in 

South Africa Using 

Standardised Patient 

Analysis 

Observational, 

cross-

sectional 

In this study, 143 SP interactions simulating symptoms 

of presumed TB were conducted to measure the 

quality of TB screening in South African primary health 

centers. Sputum tests and HIV tests were conducted in 

84% and 47% of consultations, respectively. Other 

noted gaps in screening include providers not 

mentioning the importance of returning to receive test 

results (28%), and neglecting to inquire about 

household TB (54%). 
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Daniels B, 

Dolinger A, 

Bedoya G, Rogo 

K, Goicoechea 

A, Coarasa J, et 

al. 

2017 Kenya 

Angina 

 

Asthma 

 

Diarrhea 

 

Tuberculosis 

Use of standardised 

patients to assess 

quality of healthcare in 

Nairobi, Kenya: a pilot, 

cross-sectional study 

with international 

comparisons 

Observational, 

cross-

sectional 

This study aimed to validate the use of SPs in Kenya 

and assess quality of care of several tracer conditions. 

14 SPs presenting with either asthma, child diarrhea, 

tuberculosis or unstable angina participated in 166 

health care interactions in 42 private and public clinics. 

Zero SPs were detected or exposed to unsafe 

conditions. Proper case management occurred in 53% 

of interactions (ranging from 10-80% across 

conditions), and there were no consistent differences in 

care between public and private sector facilities. 

However, results only represented "one-off" interactions 

with providers, instead of potentially longer-term or 

more frequent care received by "real" patients. 

Dizon-Ross R, 

Dupas P, 

Robinson J 

2015 

Ghana 

Kenya 

Uganda 

Health products 

(Prevention) 

Governance and the 

effectiveness of public 

health subsidies 

Observational, 

cross-

sectional 

In this paper, "mystery clients" were used to detect 

local agency concerns impacting subsidies for a 

preventative health product (bednets) by antenatal 

services. Service delivery with subsidies was found to 

be of relatively high quality in all areas Ð coverage for 

eligible participants (80%), extortion or bribery (1.4%), 

and leakage of products to the ineligible (4.7%). This is 

potentially explained by high levels of job motivation 

and accountability within healthcare workers. However, 

given the clear ineligibility of the mystery clients (all 

clients were male, whereas eligible persons must be 

female), the degree of leakage identified may have 

been underestimated. 
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Ezire O, 

Okekearu I, 

Adeniyi F, 

Faweya O 

2015 Nigeria 

Sexually 

transmitted 

infections 

Analysis of Health 

Facility Based Barriers 

and Facilitators To Use 

Of Sexual And 

Reproductive Health 

Care Services Among 

Most At Risk 

Populations (MARPS): 

Evidence From A 

Mystery Client Survey In 

Nigeria 

Observational, 

cross-

sectional 

This study used SPs (termed mystery clients) to assess 

facilitators and barriers to accessing sexual and 

reproductive healthcare services in Nigeria. SPs 

represented "most at-risk populations", including men 

who have sex with men (n=4), female sex workers 

(n=4), or injection drug users (n=4) who were seeking 

STI and HIV counselling and testing. A total of 327 

consultations and interviews were completed with the 

SPs in 33 unique healthcare facilities. The primary 

outcome was the willingness of the SP to refer a 

community member to the facility, based on aspects of 

location, staff training, promo materials, facility 

management, privacy, healthcare worker attitude, and 

quality of services. Healthcare worker attitude, perceived 

quality of services, and availability of de-stigmatizing 

promotional materials were significant in an SP's 

willingness to refer the service, but there was no 

association found with privacy. There was no 

assessment of SP performance (in training or through 

measurement of detection). 

Fitzpatrick A, 

McLaren Z 
2017 Uganda Malaria 

The Impact of Public 

Health Sector Stockouts 

on Private Health Sector 

Care: Evidence 

from the Ugandan 

Antimalarial Market 

Before- and 

after-trial 

"Mystery shoppers" were used to estimate the effect of 

public sector drug stockouts on malaria drug pricing 

and quality in the private sector. 933 purchases were 

made from 452 outlets in 114 villages of Uganda.  

During times of a stock-out, prices of drugs were 

$0.75 higher for those that the shopper requested, and 

$1.01 higher for drugs that the vendor recommended 

to the shopper. No change was found in the chemical 

quality of drugs dispensed. The poorest and least 

educated customers appeared to drop out of the 

market, suggesting that high prices influence demand. 
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Harrison A, 

Wilkinson D, 

Lurie M, 

Connolly AM, 

Karim SA 

1998 South Africa 

Sexually 

transmitted 

infections 

Improving quality of 

sexually transmitted 

disease case 

management in rural 

South Africa 

Observational, 

cross-

sectional 

Syndromic case management of sexually transmitted 

diseases (STDs) was examined in 10 rural primary care 

clinics of South Africa using both simulated (44 visits) 

and real (49 visits) patients. 9% of simulated patients 

received correct case management, defined as 

receiving correct drugs, condoms, and partner 

notification cards. Appropriate drug treatment and 

counselling was received in less than half of 

interactions. For some indicators, simulated and "real" 

patients produced contradictory results (particularly 

regarding staff attitudes), although this may be attributed 

to real patients being biased towards more positive 

reviews ('courtesy bias'). 

Hetzel MW, Dillip 

A, Lengeler C, 

Obrist B, 

Msechu JJ, 

Makemba AM, 

et al. 

2008 Tanzania Malaria 

Malaria treatment in the 

retail sector: knowledge 

and practices of drug 

sellers in rural Tanzania 

Observational, 

cross-

sectional 

This study explored the quality of advice and treatment 

provided at private retail outlets dispensing anti-malarial 

drugs. 111 shops were visited by mystery patients 

trained on one of the following cases: (1) 2-4 month 

old child with fever and problems with feeding; (2) 2-4 

year child with recurring fever, problems with feeding, 

diarrhea, and tiredness; or (3) adult with recurring fever, 

headache, dizziness and loss of appetite. Although 

quality of serve delivery was generally low, drug stores 

tended to provide superior quality of care as compared 

to "general stores". In drug stores, SPs had much 

higher odds of receiving the correct dosage or 

appropriate treatment (Odds Ratio=9.6), but at a much 

higher price (Odds Ratio=11.3). Nevertheless, general 

shops are an important first point of contact with the 

healthcare system. 
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Kohler PK, 

Marumo E, Jed 

SL, Mema G, 

Galagan S, 

Tapia K, et al. 

2017 South Africa 

Sexually 

transmitted 

infections 

A national evaluation 

using standardised 

patient actors to assess 

STI services in public 

sector clinical sentinel 

surveillance facilities in 

South Africa 

Observational, 

cross-

sectional 

SPs were used to assess quality of STI delivery in 50 

public clinics across 9 provinces in South Africa. In 

particular, data was collected on the number of 

essential STI services that the SP received Ð (1) if 

offered HIV test, (2) if provided condoms, (3) if 

counselled on partner notification, and (4) if provided 

correct syndromic treatment. A total of 195 SP 

interactions were recorded. 18.7% of SP interactions 

received all of the essential services, although this was 

significantly higher in men than in women (25.1% vs. 

12.3%). The majority (67.1%) were offered an HIV test, 

but only 6.3% of men were counselled on male 

circumcision and only 26.3% of women discussed 

family planning measures. Only 4% of SPs were 

detected. The authors note that providers performed 

better in 2nd or 3rd visits from SPs, suggesting 

possible improvement as a result of the first exposure. 

Mchome Z, 

Richards E, 

Nnko S, Dusabe 

J, Mapella E, 

Obasi A 

2015 Tanzania 
Reproductive 

health 

A ÔMystery ClientÕ 

Evaluation of 

Adolescent Sexual and 

Reproductive Health 

services in Health 

Facilities from Two 

Regions in Tanzania 

Qualitative, 

observational, 

cross-

sectional 

Thirty-three health facilities providing youth reproductive 

health services in Tanzania were visited a total of forty-

eight times by SPs. SPs either requested (1) condoms, 

(2) information on STIs, or (3) information on family 

planning. SPs struggled with poor signage and direction 

to the clinic, experienced a lack of confidentiality and 

faced negative attitudes from health care workers and 

receptionists. Health workers also demonstrated 

"paternalistic" attitudes and lacked knowledge regarding 

reproductive health. Because the health care workers 

were anonymous (i.e., names were not known), it was 

not possible to follow-up with them in order to assess 

level of training or knowledge pertaining to adolescent 

reproductive health services. 
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Rowe AK, 

Onikpo F, Lama 

M, Deming MS 

2012 Benin 

Diarrhea 

 

Malaria 

Evaluating health worker 

performance in Benin 

using the simulated 

client method with real 

children 

Observational, 

cross-

sectional 

This study used both the SP method and Conspicuous 

Observation (CO) to assess performance indicators in 

healthcare workers in Benin who were a part of a 

quality improvement intervention (Integrated 

Management of Childhood Illness [IMCI] strategy). SPs 

were mothers (aged 24-43) and their children (under 

5); mothers would report their children were 

demonstrating signs of uncomplicated malaria and 

diarrhea (fever, diarrhea, and one episode of vomiting). 

54 visits were completed in 54 distinct health facilities, 

and SPs were detected in 3.7% of visits. Performance 

of healthcare workers was poor, with most failing to ask 

about diarrhea when it was not outright offered and 

thereby incorrect treatment of almost all diarrhea cases. 

Performance as measured by CO was positively biased 

when compared with SP measures, but this result was 

only significant for 5 indicators due to the relatively 

small sample size. 

Tumlinson K, 

Speizer IS, 

Archer LH, 

Behets F 

2013 Kenya Family planning  

Simulated clients reveal 

factors that may limit 

contraceptive use in 

Kisumu, Kenya 

Mixed-

method, 

observational, 

cross-

sectional 

In this study, 6 female SPs were trained to undergo a 

family planning counselling session in 19 public and 

private health clinics in Kenya. SPs presented a 

"preferred method" of contraception (oral contraceptive 

pill, injectable, or IUD) with 52 unique providers in a 

total of 134 visits. SPs reported excessively long wait 

times and lack of access to providers, being asked to 

pay additional informal fees, and receiving 

rude/disrespectful treatment. SPs were granted their 

preferred method in 90% of interactions (either directly 

or by referral), but several providers lacked knowledge 

surrounding the efficacy of contraceptive methods. 

Detection rates were not systematically measured, and 

only assessed by asking SPs about how confident they 

were in their performance. 
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Tumlinson K, 

Speizer IS, 

Curtis SL, Pence 

BW 

2014 Kenya Family planning  

Accuracy of standard 

measures of family 

planning service quality: 

findings from the 

simulated client method 

Observational, 

cross-

sectional 

This study used the SP method as a gold-standard to 

test the validity of 3 other methods of quality 

assessment in the context of family planning services: 

(1) provider interviews, (2) client interviews, and (3) 

observation of client-provider interactions. The authors 

concluded that quality was consistently over-estimated 

when using non-SP methods of assessment, 

particularly in helping a client to select a contraceptive 

method, discussing side effects, teaching the client how 

to use the method, and telling the client when to return 

for resupply/follow-up. Conflicting data may be a result 

of client bias ('courtesy biasÕ), modification of behavior 

under observation (Hawthorne effect) or poor recall 

among clients. Providers were assessed for a single 

interaction, which may not necessarily reflect their 

behavior on all visits, and did not allow for 

measurement of behavior consistency. 

Wafula F, 

Dolinger A, 

Daniels B, 

Mwaura N, 

Bedoya G, Rogo 

K, et al. 

2016 Kenya 

Angina 

 

Asthma 

 

Diarrhea 

 

Tuberculosis 

Examining the Quality of 

Medicines at Kenyan 

Healthcare Facilities: A 

Validation of an 

Alternative Post-Market 

Surveillance Model That 

Uses Standardized 

Patients 

Observational, 

cross-

sectional 

This study aimed to validate the SP method as a post-

market surveillance model for assessing and 

strengthening quality for medicines. SPs presenting with 

either diarrhea, asthma, tuberculosis or unstable angina 

visited 42 facilities in Nairobi, Kenya, resulting in a total 

of 166 interactions and 300 medicines dispensed. 60 

of the 300 medicines were tested for quality, of which 

10 (17%) did not comply with monograph 

specifications. Furthermore, 5 of these were given 

inappropriately (all for cases presenting with unstable 

angina). The authors note the small sample size and 

the potential for false negative tests as possible study 

limitations. 

Supplementary material BMJ Global Health

 doi: 10.1136/bmjgh-2019-001669:e001669. 4 2019;BMJ Global Health, et al. Kwan A



Using Standardized Patients to Measure Health Care Quality 

 

!

! 29!

Americas 

Adamo G 2003 USA 
N/A - medical 

education 

Simulated and 

standardized patients in 

OSCEs: achievements 

and challenges 1992-

2003 

Review 

This study broadly discusses the use of SPs for 

medical education and assessment. It highlights 

strategies and best practices for SP recruitment and 

case development, including which health conditions 

best fit to the SP method and how to assess SP 

training characteristics. It postulates operational and 

research questions pertaining to the use of SPs 

including ethical concerns, level of training required, 

types of people that best fit the SP role, and how to 

maximize data quality. It discusses resource constraints, 

test security for medical education, proper data 

management, and the development of web-based 

resources and organization. 

Barrows HS 1993 USA 
N/A - medical 

education 

An overview of the uses 

of standardized patients 

for teaching and 

evaluating clinical skills 

Review 

This study provides an overview of SPs as they are 

used in medical education and training, where SPs are 

defined both as "simulated patients" and real patients 

trained to present their illness in a standardized fashion. 

There are many benefits to using SPs in this context, 

given that they are available at any time and in any 

setting, they are trained and prepared to receive sub-

par care (avoids mistreatment of real patients), and they 

allow students to practice their skills in emergency or 

sensitive medical conditions. The study documents a 

list of physical findings that SPs can simulate (from 

abdominal tenderness to wheezing), and discusses the 

history and development of the SP method. 
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Garcia P, 

Hughes J, 

Carcamo C, 

Holmes KK  

2003 Peru 

Sexually 

transmitted 

infections 

Training pharmacy 

workers in recognition, 

management, and 

prevention of STDs: 

district-randomized 

controlled trial 

Longitudinal 

experimental 

(intervention) 

In this study, 14 low-socioeconomic districts in Lima, 

Peru were randomized to receive either an STD training 

intervention (focused on urethral discharge, vaginal 

discharge, genital ulcers, and pelvic inflammatory 

disease) or a control (diarrhea training intervention). 

Trainings were offered to all pharmacy workers in the 

district and incorporated didactic lessons and interactive 

discussion. A total of 2223 workers participated, and 

were then assessed by standardized simulated patients 

at 1, 3, and 6 months after training. Trainings effectively 

improved pharmacy worker's practices pertaining to 

STDs, including significantly more frequent 

recommendations for condom use, and better 

recognition and management for all STD syndromes as 

compared to pharmacy workers in the control group. 

Maynard 

Tucker, GI 
1994 Haiti Family planning 

Indigenous perceptions 

and quality of care of 

family planning services 

in Haiti 

Observational, 

cross-

sectional 

Haitian housewives (n=unknown) were trained to seek 

out and present as "mystery clients" to family planning 

services in Haitian clinics. The SPs regarded the most 

important quality attributes to be information adequacy 

and competence of the provider. They uncovered 

deficiencies in services, including paternalistic attitudes 

of the staff, lack of competency of the provider, and 

lack of an informed choice. 
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Peabody JW, 

Luck J, 

Glassman P, 

Dresselhaus TR, 

Lee M 

2000 USA 

Chronic 

obstructive 

pulmonary 

disease 

 

Coronary artery 

disease 

 

Diabetes 

mellitus 

 

Lower back 

pain 

Comparison of 

vignettes, standardized 

patients, and chart 

abstraction: a 

prospective validation 

study of 3 methods for 

measuring quality 

Observational, 

cross-

sectional 

This study uses the SP methodology to validate the use 

of clinical vignettes to assess competence of physicians 

working in outpatient primary care clinics in the US. SPs 

presented to 160 physicians with either a "simple" or 

"complex" manifestation of lower back pain, diabetes 

mellitus, chronic obstructive pulmonary disease, or 

coronary artery disease (8 cases total). Physicians were 

later given the same case as a clinical vignette. Quality 

scores (given as a percentage of process criteria 

adequately met) were highest when using the SP 

method (76.2%), followed by vignettes (71.0%) and 

then chart abstraction (65.6%). Clinical vignettes 

consistently showed similar results to SP scores, 

indicating that in an outpatient setting, clinical vignettes 

are an affordable and effective option for measuring 

quality of care. The authors note that use of clinical 

vignettes is conditional upon their careful construction 

and quality criteria must be linked to evidence-based 

guidelines. 

Planas ME, 

García PJ, 

Bustelo M, 

Cárcamo C, 

Ñopo H, 

Martinez S, et al. 

2014 Peru Family planning 

Utilizing Standardized 

simulated patients to 

measure ethnic 

disparities in family 

planning services in 

Peru 

Crossover 

randomized 

trial - protocol 

This protocol describes a study which will evaluate 

whether Peruvian health providers contribute to ethnic 

disparities in the provision of family planning services 

by using SPs that present as either indigenous or 

mestizo (indigenous/Spanish descent). SPs report on 

the proportion of technical tasks completed in each 

group. This protocol discusses the case description in 

detail, as well as procedures for recruitment, training of 

SPs, randomization and blinding, and describes study 

tools and analytical techniques. 
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Planas ME, 

García PJ, 

Bustelo M, 

Cárcamo C, 

Martinez S, 

Ñopo H, et al. 

2015 

Effects of Ethnic 

Attributes on the Quality 

of Family Planning 

Services in Lima, Peru: 

A Randomized 

Crossover Trial 

Crossover 

randomized 

trial 

This study used SPs to evaluate whether healthcare 

providers in Peru deliver differential quality of care to 

indigenous vs. mestizo patient profiles. A total of 702 

consultations were conducted; 351 with both 

indigenous- and mestizo-presenting SPs. Both SPs 

requested contraceptive advice but differed in clothing, 

hairstyles, accessories, and other attributes characteristic 

to the two ethnicities. No differences were observed in 

the quality of care delivered to the two ethnic profiles, 

as measured by proportion of expected technical tasks 

(36.2% vs. 37.0%, p=0.23) and socio-emotional tasks 

(75.0% vs. 74.5%, p=0.59) performed by the provider. 

Likewise, no differences were observed in total amount 

paid, time spent with provider, or number of visits 

necessary to receive FP services. Because consent was 

waived and provider identities were not obtained, 

authors were unable to collect provider demographics 

or ensure that no provider was counted twice in the 

analysis.  

van der Vleuten 

CP; Swanson 

DB 

1990; 

USA 
N/A - medical 

education 

Assessment of clinical 

skills with standardized 

patients: state of the art; 

Review 

This review describes large-scale studies of the 

psychometric characteristics of SP-based tests used for 

medical education and assessing clinical skill. The 

major source of error in measuring clinical skill is due 

to variation in examinee performance from one 

assessment to the next whereas disagreements 

between raters or discrepancies between SPs playing 

the same role have less of an effect. The authors 

recommend several improvements for SP-based tests: 

(a) focusing on assessment of history taking, physical 

examination, and communication skills, (b) adoption of 

a "mastery-testing framework" for interpreting scores, 

and (c) developing improved procedures for using SP 

methods to determine pass-fail standards. 

!! !! !!

Swanson DB, 

van der Vleuten 

CP 

2013 

Assessment of clinical 

skills with standardized 

patients: state of the art 

revisited 
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Asia 

Chalker J, 

Ratanawijitrasin 

S, Chuc NT, 

Petzold M, 

Tomson G 

2005 
Thailand 

Vietnam 

Tracer 

conditions 

Effectiveness of a multi-

component intervention 

on dispensing practices 

at private pharmacies in 

Vietnam and ThailandÑ

a randomized controlled 

trial 

Randomized 

Control Trial 

In this study, SPs were used to assess the effectiveness 

of 3 interventions applied sequentially at urban, private 

pharmacies in Vietnam and Thailand: (1) enforcing 

regulations governing dispensing of prescription only 

drugs, (2) education, and (3) peer-review. SPs asked 

for either steroids or antibiotics. Each pharmacy 

(n=146) was visited by 5 SPs at baseline and at least a 

month after applying each intervention. In Vietnam, the 

number of illegal steroids and antibiotics dispensed, as 

well as the number of pharmacists who asked no 

questions and gave no advice was significantly reduced 

post-intervention. In Thailand, only dispensing of illegal 

steroids was reduced. The authors note that the 

differential success of the intervention could be due to 

country-specific contextual factors. 

Currie J, Lin W, 

Zhang W 
2011 China 

Flu-like 

symptoms 

Patient knowledge and 

antibiotic abuse: 

Evidence from an audit 

study in China 

Observational, 

cross-

sectional 

SPs presented with identical flu-like complaints in 229 

interactions with physicians within large general public 

hospitals and township hospitals in China. Physicians 

received one of two patient presentations: a patient who 

was instructed to ask a question that demonstrates their 

knowledge of appropriate antibiotic use, and another 

who stays quiet. Patients who demonstrated knowledge 

of antibiotic use received fewer antibiotic prescriptions, 

had lower overall drug expenditures, and received 

more information from the physician regarding possible 

side-effects. The authors note the challenges in 

educating and empowering real patients to speak up, 

and suggest concurrent interventions such as placing 

posters about inappropriate antibiotic use. 
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Currie J, Lin W, 

Meng J 
2014 China 

Flu-like 

symptoms 

Addressing antibiotic 

abuse in china: An 

experimental audit study 

Observational, 

Cross-

sectional 

SPs presented with "flu-like symptoms" and further 

indicated one of the following "incentives or 

disincentives": 1) nothing was said about preferences, 

2) patient requested antibiotics, 3) patient requested to 

buy drugs elsewhere, 4) both 2 and 3, 5) a "gift" (pen) 

was given at the start of the consultation, 6) patient 

displayed knowledge on risks of antibiotic use, or 7) 3 

and 6. SPs visited 200 physicians in a total of 620 

visits. Antibiotic prescription at baseline was 55%. When 

antibiotics were requested, this rose to 85% (if drugs 

were to be purchased onsite); when patients indicated 

they would purchase elsewhere, it dropped to 14%. 

Displaying knowledge of antibiotic practices reduced 

prescription by 20%. Offering a gift significantly 

improved service quality and reduced drug expenditure. 

Eliminating the financial incentive to prescribe had the 

largest effect on antibiotic prescription and eliminated 

the unwarranted prescription of harmful Grade 2 

antibiotics.  

Daniels B, 

Kwan, 

Satyanarayana 

S, Subbaraman 

R, Das RK, Das 

V, et al. 

2019 India Tuberculosis 

Use of standardised 

patients to assess 

gender differences in 

quality of tuberculosis 

care in urban India: a 

two-city, 

cross-sectional study 

Observational, 

Cross-

sectional 

This study used SP visits to assess whether gender 

differences in tuberculosis case detection occur 

because of provider practices. 24 SPs completed 2602 

interactions (1900 male, 702 female) at 1203 private 

facilities in Mumbai and Patna, India. There were no 

differences between males and females in the percent 

of SPs correctly managed, nor in measures of 

medication use or laboratory testing. This result was 

consistent regardless of the provider's gender or 

qualifications, and within both cities. Results only reflect 

experiences of patients who were visiting a provider for 

the first time, and only private provider practices in wo 

urban areas of India. 
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Das J, 

Chowdhury A, 

Hussam R, 

Banerjee A.  

2016 India 

Chest pain 

 

Diarrhea (child) 

  

Respiratory 

distress 

The impact of training 

informal 

health care providers in 

India: 

A randomized 

controlled trial 

Randomized 

controlled trial 

This randomized controlled trial evaluated the effect of a 

training intervention for informal health care providers in 

rural India, who provide up to 75% of primary care 

services in this context. 72 training sessions to improve 

general primary care were provided over 9 months to 

152 informal providers. SPs were used to assess 

clinical practice for common illnesses (chest pain, 

diarrhea, and respiratory distress). Training increased 

the likelihood of providers to adhere to condition-

specific checklists by 15.2% compared to control-

group providers. Case management improved by 

14.2%, but still remained lower than doctors in public 

clinics. Training did not affect the use of unnecessary 

medicines or antibiotics. Results regarding quality of 

care cannot be extrapolated to conditions for which 

invasive tests are required (a general limitation of the 

SP methodology). Additionally, the sample of informal 

providers may have been influenced by selection bias.  
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Das J, Holla A, 

Das V, Mohanan 

M, Tabak D, 

Chan B; 

 

 

 

 

 

Das J, Holla A, 

Mohpal A, 

Muralidharan K 

2012; 

2016 

! 

India 

Angina 

 

Asthma 

 

Dysentery 

(child) 

In urban and rural India, 

a standardized patient 

study showed low 

levels of provider 

training and huge 

quality gaps; 

 

 

 

 

!!

Quality and 

accountability in 

healthcare delivery: 

Audit-study evidence 

from primary care in 

India 

Observational, 

cross-

sectional 

Quality of care delivered by public and private providers 

in primary health care services or India were assessed 

by SPs presenting with one of 3 illnesses commonly 

afflicting low-income people. In the case of dysentery, 

the SP was a father or mother requesting medication 

for a child that was not present in the interaction. A total 

of 926 interactions were completed. Providers had very 

low levels of medical training (11% reported having a 

medical degree) and demonstrated large deficits in 

quality including low levels of history taking and 

examinations, and an emphasis on giving medications. 

Diagnosis was correct in 12.2% of cases, and a 

harmful treatment was given in 41.7% of cases. Case 

definitions were restricted to those that could minimize 

harm to the SPs (i.e., did not require invasive 

examinations) and so results may not generalize to 

communicable diseases. 
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Das J, Kwan A, 

Daniels B, 

Satyanarayana 

S, Subbaraman 

R, Bergkvist S, 

et al.  

2015 India Tuberculosis 

Use of standardised 

patients to assess 

quality of tuberculosis 

care: a pilot, cross-

sectional study 

Observational, 

cross-

sectional 

This study was the first to use SPs to measure quality 

of TB care in Delhi, India. 100 healthcare providers 

(allopathic, alternative, and informal providers) were 

recruited and consented to receive one of four cases 

presenting with tuberculosis, for a total of 250 

interactions. Cases differed by description and 

presentation (TB symptoms, TB symptoms + previously 

treated with antibiotic, TB symptoms + positive sputum 

smear report, TB symptoms + positive sputum smear 

report + suspicion of drug-resistance). This research 

aimed to validate the SP method in assessing TB care 

and assess care using national standards. Detection 

was low (5%) and measures of SP skill (recall as 

measured by audio recording). On average, 35% of 

essential checklist items were conducted, and 21% of 

cases were correctly managed. Post-study knowledge 

surveys revealed that provider knowledge is much 

better than provider practice (e.g., knowledge was 63% 

higher than practice for ordering a chest X-ray or 

sputum test). Results from this pilot study may not be 

generalizable across India, or between the private and 

public sector. Additionally, assessment of medication 

dispensing practices was challenging given the 

magnitude of loose/unlabeled pills. 
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Kwan A, Daniels 

B, Saria V, 

Satyanarayana 

S, Subbaraman 

R, McDowell A, 

et al. 

2018  India Tuberculosis 

Variations in the quality 

of tuberculosis care in 

urban India: A cross-

sectional, standardized 

patient study in two 

cities 

Observational, 

Cross-

sectional 

This study used SPs presenting with 4 TB case 

scenarios in order to assess and compare the quality of 

TB care among by private sector providers in two cities 

of India. Specifically, quality of care was compared 

between providers with an allopathic degree (i.e., 

MMBS) vs. an alternative, minimal, or no degree. A total 

of 2,652 SP-provider interactions occurred in 1,203 

health facilities over the study period. Overall, TB cases 

were correctly managed 37% of the time, but 

unnecessary medicines were given in nearly every 

interaction. The odds of correct case management were 

2.80 times higher for MBBS-designated providers 

compared to non-MBBS providers. Nevertheless, a 

wide range of quality was observed within each stratum 

of qualification. Like most SP studies, this design is 

limited in its ability to assess care or practices reflecting 

more than a single interaction with the healthcare 

system.  

Lu F 2013 China 

Endocrine and 

cardiovascular 

disease; insured 

vs. uninsured 

Insurance coverage and 

agency problems in 

doctor prescriptions: 

Evidence from a field 

experiment in China 

Observational, 

Cross-

sectional 

Research staff posed as family members of patients 

and presented doctors with lab reports pertaining to 2 

patient profiles: (1) elevated triglycerides, high blood 

sugar and high blood pressure, or (2) hypertension. 

They also indicated whether they had government 

insurance and if they intended to buy medicine from 

the doctor (incentive to prescribe) or elsewhere (no 

incentive).  Patient 1 and patient 2 were "received" by 

100 and 96 doctors, respectively, across 25 hospitals 

in Beijing. When incentivized, doctors prescribed 43% 

more drugs to insured vs. uninsured patients; when 

there was no incentive, the prescribing practices were 

equal. Analysis suggested that 80% of the increased 

drug expenditure under insurance coverage was 

motivated by doctors' financial interest rather than an 

improvement in patient welfare. 
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Miller R, 

Goodman C 
2017 India 

Diarrhea 

 

Tuberculosis 

Do chain pharmacies 

perform better than 

independent 

pharmacies? Evidence 

from a standardised 

patient study of the 

management of 

childhood diarrhoea 

and suspected 

tuberculosis in urban 

India 

Observational, 

cross-

sectional 

Pharmacy chains in India are a growing phenomenon, 

but the quality of care provided has thus far been 

understudied. This research examines the quality of 

chain pharmacies in Bengaluru Using SPs that present 

with either diarrhea for an absent child, or suspected 

TB, and compares this quality to private independent 

pharmacies. From a total of 333 interactions (103 in 

chain, 230 in independent), less than half properly 

managed TB or referred to a clinic or doctor, and as 

many as 17% offered harmful or unnecessary 

medications. Zero shops correctly manage diarrheal 

cases. In general, chain and independent pharmacies 

performed similarly, except chains tended to sell fewer 

"harmful" medications compared with independent 

shops. History-taking and advice-giving was seen to 

be of substandard quality. 
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Mohanan M, 

Vera-Hernández 

M, Das V, 

Giardili S, 

Goldhaber-

Fiebert JD, 

Rabin TL, et al. 

2015 India 

Diarrhea 

 

Pneumonia 

The know-do gap in 

quality of health care for 

childhood diarrhea and 

pneumonia in rural India 

Observational, 

cross-

sectional 

Quality of care for two prevalent childhood illnesses 

were assessed using both vignette interviews (provider 

knowledge) and unannounced SPs (provider practice). 

A total of 340 interactions took place, with 178 

providers receiving cases of childhood diarrhea, and 

162 receiving an SP presenting with childhood 

pneumonia. 80% of providers included in the study 

were found to have no formal medical degree. The 

correct treatment for diarrhea (oral rehydration salts, 

ORS) was never offered to an SP, and offered only 

3.5% of the time when presented with a clinical 

vignette. Additionally, potentially harmful treatments were 

offered to SPs 71.9% of the time. The correct treatment 

for pneumonia was offered to SPs by 13.0% of 

providers. The authors note that children themselves 

did not present to the providers, but were represented 

by proxies (parental units). 
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Satyanarayana 

S, Kwan A, 

Daniels B, 

Subbaraman R, 

McDowell A, 

Bergkvist S, et 

al. 

2016 India Tuberculosis 

Use of standardised 

patients to assess 

antibiotic dispensing for 

tuberculosis by 

pharmacies in urban 

India: a cross-sectional 

study 

Observational, 

cross-

sectional 

This study utilized SPs presenting with one of two TB 

cases (Case 1 = pulmonary TB symptoms; Case 2 = 

microbiologically confirmed pulmonary TB) to 

pharmacists working in 3 Indian cities (Delhi, Mumbai, 

and Patna). Correct case management was defined as 

referral to a healthcare provider and no provision of 

either antibiotics, steroids. 622 pharmacies were 

sampled and a total of 1200 interactions were 

completed. Correct management occurred in 13% of 

Case 1 SPs and 62% of Case 2 SPs. Similarly, 

antibiotic use was lower among Case 2s (16% vs. 37% 

in Case 1). No pharmacists actually dispensed anti-

tuberculosis drugs, although 38% dispensed either an 

antibiotic or steroid which could cause TB diagnostic 

delay. Differences in quality care for both cases were 

almost entirely attributable to the difference in referral 

behavior. This study was not able to uncover reasons 

for inappropriate or incorrect practice, and does not 

reflect practices of pharmacists in rural areas. 
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Sylvia S, Shi Y, 

Xue H, Tian X, 

Wang H, Liu Q, 

et al. 

2015 China 

Angina 

 

Dysentery 

Survey using incognito 

standardized patients 

shows poor quality care 

in ChinaÕs rural clinics 

Observational, 

cross-

sectional 

Four SPs were used to measure quality of healthcare 

(more specifically, clinical skill as they pertain to 

dysentery and angina) in rural China, with the aim of 

assessing recent health care reforms designed to 

expand access to quality care in rural areas. 82 

interactions were completed in 36 village clinics and 12 

township health centers within 6 counties of southern 

Shaanxi province, where income and life expectancy 

are among the lowest in the country. SPs were 

recruited from the sample counties. Across both 

conditions, correct or partially correct treatment was 

provided 53% of the time, but a fully correct diagnosis 

occurred in only 26% of interactions. On average, 

clinicians spent 1.6 minutes consulting with patients. No 

clinicians addressed every essential checklist item. The 

authors note that standards of care reflect western 

models which may not be appropriate for providers that 

specialize in traditional Chinese medicine. 

Sylvia S, Xue H, 

Zhou C, Shi Y, 

Yi H, Zhou H, et 

al. 

2017 China Tuberculosis 

Tuberculosis detection 

and the challenges of 

integrated care in rural 

China: A cross-

sectional 

Observational, 

cross-

sectional 

The objectives of this study were threefold: (1) assess 

the ability of rural Chinese healthcare practitioners to 

detect and refer TB patients, (2) determine measurable 

differences between provider knowledge (competence) 

and practice, and (3) evaluate initiatives aimed at 
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standardized patient 

study 

integrating healthcare to make use of grassroots 

providers. Unannounced SPs presenting with classic TB 

symptoms conducted a total of 274 interactions in 

village clinics, township health centers, and county 

hospitals within 3 provinces of china. Overall, 41% of 

cases were correctly managed (using a "lenient" 

definition of a referral OR a chest X-ray OR sputum 

test), but 61.3% of providers prescribed antibiotics 

unrelated to TB. Provider knowledge surveys revealed 

case management rates that were 45% higher than 

actual practice, and antibiotic prescription rates that 

were 24% lower than actual practice. This study did not 

examine how providers would treat patients presenting 

with confirmed (through lab report) or recurrent TB 

(indicating potential drug-resistance). 

Australia 

Benrimoj SI, 

Werner JB, 

Raffaele C, 

Roberts AS, 

Costa FA 

2007 Australia Various 

Monitoring quality 

standards in the 

provision of non-

prescription medicines 

from Australian 

Community Pharmacies: 

results of a national 

programme 

Longitudinal 

Observational 

SPs (called "psuedo-patients" in this study) were used 

to observe and measure behavioral interactions 

between Australian pharmacists and their patients 

during a period of implementation of a national 

program addressing standards of practice. A total of 

7785 visits were conducted in 4282 pharmacies (64% 

of pharmacists received 2 visits, and 17% received a 

third visit) over a period of 3 years. SPs presented with 

59 unique scenarios that were either symptom-based 

requests ("something for diarrhea") or product-based 

requests ("aspirin"), and interactions were audiotaped 

for assessment. Pharmacists were scored as 

"unsatisfactory", "satisfactory", or "excellent". At baseline 

(prior to the national program), 34% of providers were 

"unsatisfactory", and 23% providers were "excellent". 

Over time, however, these numbers improved 

significantly, with significantly more scoring "satisfactory" 

and "excellent". 
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Europe 

Beullens J, 

Rethans JJ, 

Goedhuys J, 

Buntinx F 

1997 UK 
N/A - review of 

methods 

The use of standardized 

patients in research in 

general practice. 

Review 

This article reviews advantages and disadvantages of 

Using SPs for general practice and research purposes. 

The SP method overcomes many of the disadvantages 

that exist with direct observation, given that the 

presentation of the case is accurate, the SP's 

perception of the physician's behavior is accurate and 

reliable; SPs are believable; and detection is generally 

low. The main disadvantages of the SP method are that 

it is a time-consuming and expensive process, which 

limits the number of physicians that can be assessed. 

The SP method is also limited in assessing diseases or 

conditions which require multiple interactions with the 

healthcare system (as SP visits are generally limited to 

a single cross-sectional consultation). 

Cleland JA, Abe 

K, Rethans JJ 
2009 UK 

N/A - medical 

education 

The use of simulated 

patients in medical 

education: AMEE Guide 

No 42 

Review 

This review provides an overview of the use of SPs for 

medical education. SPs present many advantages 

(availability, flexibility in range of clinical cases, 

willingness to undergo scenarios multiple times, ability 

to provide feedback) and disadvantages (high cost and 

human resource requirements). Critical to the 

successful implementation of the SP methodology is the 

recruitment of able, suitable and credible SPs. The 

review also discusses how to train and use SPs for 

teaching and assessment purposes, how to monitor SP 

performance, and compares the use of SPs in Europe 

and Asia. 
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Rethans JJ, 

Sturmans F, 

Drop R, Van Der 

Vleuten C, 

Hobus P 

1991 
the 

Netherlands 

Diabetes 

 

Diarrhea 

 

Headache 

 

Shoulder pain 

Does competence of 

general practitioners 

predict their 

performance? 

Comparison between 

examination setting and 

actual practice 

Observational, 

cross-

sectional 

This study aimed to compare the knowledge 

(competence) and practice (performance) of general 

practitioners in the Netherlands. 36 practitioners were 

unknowingly visited by covert SPs to assess 

performance under normal conditions, and then were 

later presented with the same cases under known, 

controlled "testing" settings and asked specifically to 

perform to the best of their ability in order to assess 

competence. Competence scores were consistently 

higher than performance scores, and the lowest scores 

were seen in the diabetic case. However, when 

calculating efficiency scores (number of "obligatory" or 

"essential" actions taken compared to number of total 

actions taken), physicians scored higher in actual 

practice (with SPs) than under testing conditions. This 

study did not study provider attitudes, and results may 

be influenced by selection bias given that only 31% of 

doctors approached agreed to participate. 

Rutter PM, 

Horsley E, 

Brown DT 

2004 UK 

Abdominal pain 

 

Headache 

Evaluation of community 

pharmacists' 

recommendations to 

standardized patient 

scenarios 

Observational, 

cross-

sectional 

In this study, a single covert research acted as an SP 

consulting with 28 pharmacists in order to examine 

pharmacist practices as they pertain to facilitating 

"patient self-care" and providing advice. 14 queries 

from the SP related to headache, and the other 14 

related to abdominal pain. Pharmacists performed better 

(asked more relevant questions and provided more 

relevant advice) when counselling on abdominal pain 

than headache. However, the expected outcome 

(referral) occurred in only 7 of the consultations for 

headache (50%) and 8 of the consultations for 

abdominal pain (57%). Several pharmacists declined to 

participate, which the authors attribute to the fact that 

covert methods are not generally welcomed by 

participants. 
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Watson MC, 

Skelton JR, 

Bond CM, Croft 

P, Wiskin CM, 

Grimshaw JM, et 

al. 

2004 Scotland 
Vaginal 

candidiasis 

Simulated patients in 

the community 

pharmacy settingÐUsing 

simulated patients to 

measure practice in the 

community pharmacy 

setting 

Randomized 

Control Trial 

This study describes the use of simulated patients to 

measure professional performance of community 

pharmacy staff. 384 simulated patient visits were 

conducted with pharmacy staff who were enrolled in a 

randomized control trial to receive an educational 

intervention aimed at modifying over-the-counter 

dispensing practices for treatment of vaginal 

candidiasis. Pharmacists in the study thought they 

detected an SP on 9 different occasions, of which only 

4 corresponded to actual SP visits. Many pharmacists 

reported apprehension in participating, but the majority 

(82%) agreed that the SP method was an acceptable 

research method for the community pharmacy setting. 

Furthermore, 34% reported previous experience of SP 

visits, 20% of which were for research purposes. This 

study does not report on outcomes of the RCT. 

Wind LA, Van 

Dalen J, 

Muijtjens AM, 

Rethans JJ 

2004 
the 

Netherlands 

N/A - 

development of 

an evaluation 

tool 

Assessing simulated 

patients in an 

educational setting: the 

MaSP (Maastricht 

Assessment of 

Simulated Patients) 

Validation 

study 

The authors aimed to develop a valid, reliable and 

feasible tool to evaluate SPs, which are commonly used 

in medical education in Maastricht, the Netherlands. The 

objectives were to design and then validate the tool 

through interviews with students, teachers, and experts 

who are frequently involved with SPs. From these 

interviews, a written checklist with 21 total indicators 

assessing authenticity during the consultation and 

feedback after the consultation was created. Feasibility 

and reliability were investigated through 398 

assessments and completed checklists. 12 checklists 

were required to reliably assess a single SPs 

performance. 

!

!
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SECTION 3. FEASIBILITY ASSESSMENT 

3.1 Budget estimates and considerations 

Costs of an SP project can vary based on the scale, scope, and complexity of the project. 

Section 3.1 will help (1) calculate back-of-the-envelope estimates for an SP project based on 

previous projects, and (2) create a budget and budget justification given a comprehensive list 

of considerations for a project in LMIC setting. 

 

To calculate back-of-the-envelope estimates for an SP project, a sense of what costs can 

vary across projects can help. For consideration, costs per SP interaction are provided from 

projects in India, Kenya, and South Africa. First, in a multi-city study in India that took place 

between 2014-2017 with approximately 8000 SP-provider interactions, initial SP interactions 

cost approximately US$150 per interaction; however, after three years of the project, the field 

team became more efficient in data collection operations and more familiar with the work 

environment. Additionally, the fixed costs from initial training were divided across many more 

interactions. Because of this, the Òper SP-provider interactionÓ cost decreased to approximately 

US$60 by the end of the three-year project period. However, studies in different countries will 

have different fixed costs, which can make the per interaction costs vary. In a 2018 SP study 

in three regions of Kenya (n=468 interactions), budget estimates per SP interaction were 

US$150. What is included in both the India and Kenya project estimates are: SP training and 

per diems, supervisor and SP salaries, fieldwork and transportation costs, costs of the interaction 

(including provider consultation fees, costs from purchasing medicines prescribed/dispensed 

during the interaction), and survey programming and data entry costs (including server where 

applicable).  

 

The per interaction cost estimates also can vary widely with: (1) the size of the SP team and 

supervision staff, which will primarily depend on how many SPs are needed to reach desired 

sample sizes; and (2) project scale, since a team that has implemented the SP method and is 

tasked to conduct a study at a large scale can learn quickly about how to make the fieldwork 

progress efficiently without sacrificing quality of the data. For the two examples from urban 

India and Kenya, the following costs are excluded: out-of-country principal investigators, project 

staff, and travel costs. These have been left out because the project duration and other research 

activities of the two projects differ, and when budgeting for an SP study, the team will want to 
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add those in as appropriate for the project. As an example of how those costs can change 

per interaction cost estimates: a smaller study in South Africa (estimated n=400) that budgets 

for in-country investigators and partner costs comes to US$900-1000 per interaction.  

 

When it is time to create a budget for an SP project, the following is a near-comprehensive 

list of aspects to consider: 

¥! Human resources (see Section 5.7 for staffing requirements) 

!! Field team: project manager, senior supervisors, junior supervisors, and SPs 

!! Research team (if applicable): principal investigators, co-investigators, research 

manager, data analysts, consultants 

!! Data team: programmers and data quality assurance support (for electronic data 

collection), data entry officers (for paper-based data collection) 

¥! Technical Advisory Group meeting costs for SP study and case design 

¥! Pre-training field visits, including communication and transportation costs 

¥! Training costs, including supervisor and SP per diems, and refresher training costs 

¥! Fieldwork  

!! Fixed costs: communication, stationery, computers or tablets, audio recorders for 

verifying SP recall (Section 5.6) 

!! Recurrent costs: consultation fees and diagnostic test and medicine costs 

!! Room and board budget, including internet costs, for field team 

!! Local transportation and per diem costs for supervisors and SPs 

¥! Travel costs for research team to conduct SP design, fieldwork, and dissemination 

¥! Secure server and hosting fees for data storage and transmission 

 

It is important to provide the assumptions in the budget, or prepare a budget justification to 

complement the budget. The budget justification should follow the same sequence as the 

budget. Please see Annex A for a sample budget and budget justification templates.  

 

3.2 Review relevant regulation  

SPs can be recruited to visit health care providers and health facilities, including hospitals, 

pharmacies, and laboratories. Country regulations related to hiring people will have human 

resource and legal implications. For example, when reviewing the regulation for hiring people 

in a country, it is important to consider the maximum length of fixed-term contracts and 
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minimum wages. A good resource for recent labor market regulation across countries is 

available with the Doing Business Project.  

 

If the SPs are to work in a different country, it is often easier to contract them through an entity 

registered in the country. That entity would be responsible for complying with labor regulation. 

It is also important to consider the geography of work to assess if there will be work in 

protected areas or areas with security risks requiring special approvals. 

 

If the SPs are engaged for research purposes, the regulation for research in the country must 

also be considered: what approvals are required, by whom and by when. Most countries 

require an approval by an institutional review board (IRB) or an independent ethics committee 

(IEC). The IRB approves, monitors, and reviews biomedical and behavioral research involving 

humans. Studies with SPs can be considered behavioral research and generally require an 

approval from an IRB. Thus, IRBs that have approved studies with SPs have often motivated 

the approval with the importance of the research because little is known about the area subject 

to the study.  

3.3 Conditions or ailments appropriate for SPs 

An important consideration with respect to the evolving SP method at this time is that the 

current method limits the types of tracer health conditions SPs can portray Ð thus, the design 

of cases must satisfy particular criteria, and those who are implementing the SP method are 

encouraged to push the boundaries of the methodology for the purpose of improving social 

welfare while exercising care in the needed delicacy of this type of work. In the following 

Section 3.4, we describe four broader aspects that are strongly relevant for implementing an 

SP study, but focus on health conditions in this section. 

 

Four aspects must be considered when assessing whether a certain health condition can be 

warranted for study under the SP method. First, conditions with obvious symptoms that cannot 

be mimicked by an otherwise healthy adult generally have demonstrated challenges for 

implementation; however, they are not impossible as Rowe et al. (2012) exhibit one study that 

has successfully and ethically assessed childhood illnesses with adult actors and real children 

(6). Second, cases have to be chosen so that the likelihood of invasive examinations is 

minimized, and appropriate techniques are devised to avoid invasive examinations, if offered. 

Thus, a number of gynecological and obstetric conditions cannot be used as tracer conditions. 
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Third, tracer conditions must have salience in the local context. For example, the incidence of 

cardiovascular cases and respiratory cases has been on the increase in India, and to improve 

clinical management and care for individuals with these conditions, we must understand current 

levels of care quality. Fourth, the ability to compare the results with those from other countries 

can allow contextualization of quality of care within a broader context and later influence global 

health policy, as well as enhance the discussion for national policy. 

 

It is recommended that tracer conditions that have been successfully implemented in other 

countries be used to test suitability of the SP methodology in a different region for the first time. 

Health conditions that now have been implemented in several countries by authors and advisors 

of this manual are (A) unstable angina in a 40-45 year old male (8, 9), (B) asthma in a 20-

25 year old male and female (8, 9), (C) a classic case of suspected tuberculosis, as well as 

cases carrying a sputum-smear microscopy test result positive for TB, and presumed multi-

drug resistant case in a 30-35 year old male and female (5, 7, 10, 11), (D) pneumonia in a 

child who requires antibiotic treatment and who is accompanied by a father who reports 

respiratory distress (4), and (E) diarrhea or dysentery in a child who is sleeping at home and 

whose relative has come to the clinic to obtain medication (4, 8-10). These conditions are 

listed in Table 3.3.1, along with project names, locations, and encountered challenges. Further, 

a valuable resource on these and other health conditions that have been assessed with SPs 

is Section 2. There, multiple studies focused on pharmacy dispensing, family planning, malaria 

and sexually transmitted infections detail the circumstances in which SPs are a suitable 

methodology, as well as implementation challenges (11-15). 

 

After making the decision on whether certain health conditions of interest are appropriate to 

implement with the SP method, there must exist protocols or guidelines that can provide the 

conditions to state what levels of quality of care are expected or sufficient in order to assess 

quality of care. For example, international recommendations (e.g., World Health Organization 

guidelines or recommendations), national guidelines, essential practice policy, quality of care 

standards or performance indicators can serve as benchmarks for determining levels of quality 

for a tracer condition of interest. Additionally, health assessment scales and indices may exist 

on quality of care for health conditions of interest. These guidelines can complement the 

formation of a Technical Advisory Group to advise the SP work (Section 5.4).  
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Table 3.3.1. Snapshot of conditions already assessed with SPs in quality of care projects. 

Tracer Condition Example projects 

(locations) 

Challenges and limitations Proposed resolutions  

Cardiovascular 

diseases: 

Angina, 

Myocardial 

infarction (MI) 

¥! West Bengal study 

(India) 

¥! MAQARI (India)  

¥! REAP (China) 

¥! KePSIE (Nairobi, Kenya) 

¥! Qutub (urban India) 

Angina or MI involves irregular heart 

and pulse rate which SP may not 

imitate at the facility 

SP with a family history of 

Cardiovascular diseases can be 

used  

Asthma ¥! West Bengal study 

(India) 

¥! KePSIE (Nairobi, Kenya) 

¥! Qutub (urban India) to 

assess spillover effects 

Asthma is more common among 

children. SP cannot show active 

symptoms.  

SP with a child at home who 

has exhibited asthma 

symptoms or use of another 

quality of care measure 

because SPs cannot be 

children. 

For the adult asthma case, an 

SP can describe the asthma 

incident that happened the 

previous day. 

Diarrhea, 

Dysentery 

¥! MAQARI (rural India)  

¥! REAP (China) 

¥! KePSIE (Nairobi, Kenya) 

¥! West Bengal study 

(India) 

¥! South Africa 

The SP cannot bring a child displaying 

symptoms of diarrhea to the clinic. It 

may not be realistic that parent go 

without child in some societies.  

Loose pills are often used which is 

difficult to identify.  

Was considered unrealistic to 

have parent leave child at 

home when going to clinic in 

South Africa. Decided to 

develop a case of an adult 

coming to clinic to ask about 

sick niece living in a region 

known for poor water quality.  

Tuberculosis ¥! KePSIE (Nairobi, Kenya) 

¥! QuTUB (urban India) 

¥! ZASP (urban South 

Africa) 

Patients are often asked to come back 

in a few days after prescribed treatment. 

Completing the loop of care is 

challenging for the same SP-provider 

combination. The SP risks detection if 

sent back to the same clinic with test 

results and without symptoms 

 

In countries where TB is likely to be 

related with HIV as co-infection (and in 

countries where the health systems are 

designed to detect TB patients when 

they test HIV positive), an SP cannot be 

trained to take an HIV test. 

 

Cannot capture important outcomes 

such as adherence to TB treatment. 

Different SPs with different 

treatment history and disease 

severity  
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Important questions to ask when selecting a health condition for an SP study: 

When selecting health conditions for SPs to exhibit, critical questions to ask and aspects to 

consider include: 

!! What is the experience of real patients with these conditions, and how do these patients 

maneuver through the existing health system? Relatedly, would an SP be able to mimic 

the aspects of these patient pathways to provide accurate data for the study of interest, 

especially without straying from typical patient profiles providers see? 

!! How frequently do the providers of interest see real patients as walk-ins with these 

conditions? 

!! Should the patient bring diagnostic reports for the interaction with the provider? How 

can these reports be reproduced?  

!! Is there a need to display physical symptoms if the healthcare provider requests?  

!! Do providers ask for a follow-up visit for these conditions? If so, since follow-up SP 

visits have only been piloted and have not yet been conducted at a large scale, the SP 

method may not be the best for answering research questions related to quality of care 

in these circumstances. This may also be an opportunity to conduct a validation study 

to see whether follow-up visits are possible for a given context. 

 

Notably, when considering the use of SPs for a new health condition or for a complex project, 

such as one in which SPs are used for continuous monitoring or quality of care surveillance 

for interventions, a pilot study with SPs is strongly recommended for several reasons. First, a 

pilot study can provide an opportunity for both the management team and the field team to 

learn aspects of the environment, which may be critical for success but at a time with lower 

stakes. Second, a pilot study will provide insight into logistics and proper sequencing of SPs 

across health facilities or providers in order to minimize the risk of SP detection.  

3.4 Information about patients, providers, and the healthcare market 

When SP data collection begins, one of the big priorities for the entire team is to ensure that 

SP detection is low. For this reason, it is important to conduct field visits and to gain an 

understanding of patients, providers, and the healthcare market ahead of data collection to 

answer the question: Does it make sense for health providers or pharmacists to receive a patient 

like the SP?  
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The process of conducting field visits and analyzing the health market will inform the decision 

if the use of SPs is feasible. This information will also be critical when designing the SP cases. 

Here are some questions to consider with explanations for why the answers are important for 

assessing feasibility of implementing an SP study. 

 

Critical questions to ask when assessing if the SP method is feasible in a health system: 

!! What fraction of patients is usually familiar to the doctor (urban, semi-urban, rural)? This 

is important to decrease the risk of SP detection. For example, in rural areas, health 

care providers will know a high fraction of the patients, since many of them will come 

from the same area and have lived there for a long time. If an SP visits, the case 

portrayed by the SP (and the SPÕs training) will have to encapsulate rationale for why 

and how the patient arrived at the providerÕs clinic. 

!! Do patients who visit the clinic speak specific languages or dialects? If yes, the team will 

need to recruit SPs who speak those languages and dialects. These SPs will be critical 

for refining the details of case presentation at clinics before data collection begins (see 

Section 6.2 for developing the SP cases and Section 7.1 for integrating this process 

into the training of SPs). Additionally, the exit questionnaires may need to be available 

in those different languages or dialects. 

!! Do patients who visit the clinic identify with certain ethnic, racial, indigenous, or tribal 

classifications? If understanding quality of care by race, for example, is an important 

research question, then the study design, sample size and power calculations, and who 

is recruited and trained as SPs can accommodate this as a rigorous study. 

!! Are there any risks to SPs with invasive procedures? What percentage of outpatients 

receives injections? If there are many risks and/or if the percentage of outpatients 

receiving injections is far from zero, the risk posed to SPs hired for the potential study 

may not justify the study. Despite SPs successfully being trained to avoid injections in 

previous studies (see Section 7.3 for SP training techniques for risk mitigation strategies), 

if a health condition of interest almost always guarantees an injection from providers 

participating in the study, this will result in several consequences to address, including 

termination of the study due to ethical issues and increased risks to SPs and possible 

detection during attempts to avoid injections.  

!! How are healthcare providers or pharmacists compensated? Is any compensation 

directly related to the sale of medicines? Not only does the answer to this question 
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provide information on determinants of quality of care, it also informs the budget for an 

SP study, as SPs will reimburse providers and pharmacists. 

!! Where do people purchase medicines? Is there an in-house pharmacy or do patients 

travel to an independent pharmacist or chemist shop? Understanding the medicines 

that are dispensed or prescribed is an aspect of quality of care that may be desirable 

to the study team, and the answer to this question will inform processes to accurately 

purchase the medicines linked to any given SP interaction.  

 

More important questions to ask when understanding the health system or market for SP study: 

!! What are the delays in detection and reasons for the delays in the current healthcare 

market? 

!! To which providers would patients generally go with this condition? Is it common among 

providers to refer someone with this condition, and to where do they refer?  

!! Are there any sets of rules for doctors who practice in both public and private sectors? 

!! What data exist on the doctors of interest? For instance, is there a central database on 

doctors where they are assigned, their qualifications, and when they joined, etc.? 

!! Are phone consultations allowed? 

!! Are there national and local guidelines for the conditions considered for the study?  

!! Is it common for patients to deny treatments from doctors (such as injections)?  

!! Do patients generally arrive at the providersÕ facility with some form of identification, 

such as an ID, driverÕs license, or insurance card? 

!! How do people choose the healthcare providers for outpatient services?  

!! Is there a system with appointments? Is there a waiting time? 

!! How do patients pay for services and medicines?  

!! What are issues that may occur during patient-provider interactions?  

!! What happens if a mother comes asking about a child who is sick but the child is not 

there? 

3.5 Media and political considerations 

Before initiating the project, all throughout the study duration, and after the study, it is important 

for study teams to be cognizant of media, social media, and political dynamics. This means 

being careful about when and how to discuss findings from the study with media and political 

stakeholders, since it can jeopardize the study. Being careful not to discuss the study or to 

jeopardize the identities of the SPs also extends to social media. Not being vocal or strategically 
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minimizing public discussion about the study both before and during will only protect the SPs 

and field team on the ground, which in turn protects the implementation of the study to achieve 

its objectives. It is advised that only after findings have been published should there be any 

attention directed at the study team and the study, and this should ideally and carefully be 

done through media releases and through close work between journalists and the study team. 

Deliberate attention to the media and political environment will immensely help protect the 

team, prevent any retaliation against the study which can affect the field teams, and help avoid 

any misconstruing of details that can harm the study and the staff involved at both the time of 

the study and any future implementation in the given context. 

 

 

!  
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SECTION 4. DESIGNING AN SP PROJECT 

4.1 Project Proposal 

The objective of the project should be clearly defined in the introduction of the project proposal. 

The objective is generally to assess health care provider practices, such as quality of care, 

patient safety practices, medication use, pricing, and the like. The purpose may be to inform 

stakeholders who can influence the current healthcare services in a defined market, or to 

assess how healthcare provision changes as a result of an intervention or in response to 

differing case presentations. The proposal can be strengthened by arguing the importance of 

understanding and measuring quality of care, for which the SP method is the gold standard.  

 

Importance of assessing quality of care 

Many healthcare reforms focus on improving access to care (either through inputs, such as 

infrastructure, training of health providers, or demand-side interventions with increased 

insurance coverage), while the quality of the services accessed is often overlooked. Adherence 

to checklist guidelines is one of the key measures of quality of care. As briefly described in 

the introduction, the method considered as the gold standard to assess provider practice and 

quality of care is the SP method. Successful SP studies require the development of checklist 

items and standardized answers to questions that the providers may ask. The foremost criterion 

is that the items in the checklist must cover aspects of care that a provider should complete 

to both diagnose the underlying illness of interest and rule out competing explanations. The 

key is that the SP case and scenario allow for differential diagnosis. Like other elements of SP 

study designs, these details should be documented in the proposal in advance of fielding the 

study, so that judgments are not affected by results.  

4.2 Planning 

The proposal should include an overview of the main activities and estimated timelines. Aside 

from the initial project conceptualization, examples of main activities in sequence are listed 

below. Each activity is explained in detail in the following sections.  

1.! Approval by ethics committee  

2.! Selection of technical advisors  

3.! Assurance of approvals (e.g., government approvals)  

4.! Recruitment of SPs  
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5.! Mapping and selection of providers for study  

6.! Obtaining provider consent as required  

7.! SP case development 

8.! Training SPs and finalizing SP cases 

9.! Developing standards for data management and analysis  

10.! Finalizing plans and protocols for fieldwork 

11.! Data collection and analysis including treatment grading  

12.! Dissemination of results 

4.3 Frequently asked questions  

Is approval by an ethics committee required?  

Institutional review boards (IRBs) or independent ethics committees (IECs) approve, monitor, 

and review biomedical and behavioral research involving humans. Studies with SPs can be 

considered as behavioral research and generally require ethical approvals from an IRB or IEC. 

Publishing results from SP studies in certain research journals also require the statement of 

ethics, including study review numbers and IRB/IEC institutional names and locations for 

reference to demonstrate ethical conduct. However, provisions such as informed consent may 

not apply to the individual health care providers observed during the study, as in the case of 

a study with significant public health implications for which consent can be obtained from an 

appropriate official. Similarly, as the SPs themselves are usually employed in the same fashion 

as other survey enumerators, they are not typically subject to IRB restrictions beyond typical 

occupational safety concerns, which are covered in this manual. All studies reviewed in 

preparation of this manual have received approvals from institutional review boards. Section 

5.2 provides specific details on the submission and approval process for IRB and IECs, as well 

as further resources on the ethical discussion surrounding the use of the SP method. 

 

What is in the SP exit interview? 

The SP exit interview can include any elements or outcomes of interest in which the field team 

can note and the SP can identify during the visit and recall after the interaction. The SP exit 

questionnaire from the Qutub and KePSIE projects in India and Kenya, respectively, contained 

the following sections: 

¥! Cover page with form number; facility ID; provider ID; provider, facility, and visit details; 

date, start and end time of interaction; number of patients in the waiting room at arrival 

and departure; other details on the characteristics of the visit 
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¥! History questions asked by the provider (case-specific and enumerated with ÒotherÓ 

option) 

¥! Any clinical or physical examinations attempted (generally not case-specific and 

enumerated with ÒotherÓ option) 

¥! Diagnostic tests ordered (case-specific and enumerated with ÒotherÓ option) 

¥! Whether diagnosis (and details if mentioned), referral (and details if specific), and Òreturn 

to providerÓ instructions (and details) were provided 

¥! Medicines prescribed and dispensed, including price, quantity, place of purchase, and 

ATC code when possible 

¥! Vouchers, coupons, subsidies, discounts, or incentives received, particularly when 

specific health programs are being assessed 

¥! Global assessment of the provider and the clinic: quality markers (such as Òdid the 

provider use a cell phone during the interactionÓ) and subjective judgments (Òdo you 

believe this provider created a private environment for your interactionÓ) 

¥! Prices charged for consultation, labs, and medicines, itemized when possible and 

aggregated with notes when not 

 

Who writes and develops the scripts for the SPs? 

Developing a new SP case requires collaborative and interdisciplinary efforts. These efforts are 

also needed when adapting an existing case to a new setting, evolving a case into a closely 

related health condition, and ÒtranslatingÓ a case to a new region in the same country or a 

new country altogether. For this, the key aspect is the ÒSP scriptÓ or ÒSP narrativeÓ, which is 

essentially the SPÕs identity. The SP script requires detailed development and the field teamÕs 

fidelity to keep in mind and maintain the clinical presentation and the illness narrative, as well 

as the contextual presentation and discussion of highly personal health conditions in both 

private and professional settings. The process of developing the script is briefly described 

below and discussed in more depth in Section 6. 

1.! For the clinical presentation: Clinicians, researchers, policy makers, individuals who 

create the international and national guidelines for the health condition of interest, and 

the research team should review the literature, discuss the priorities arising from the 

context, and make an agreement on the main clinical outcomes of interest.  

2.! For the human narrative: Anthropologists and qualitative researchers can lead the script 

writing, and the nuances can be filled in and corrected in a series of exercises over 

time with the supervisors and SP recruits. 
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More specifically, the different stages in which various individuals who have key roles in writing 

and developing the SP scripts (in addition to the research team, previous projects, and the 

body of literature) are: 

a! Designing a new case: Technical Advisory Group, anthropologists, and SP recruits 

b! Adapting an existing case to a new setting or region: anthropologists, local clinicians, 

local experts, supervisors, and SP recruits 

c! Evolving a case into a closely related condition: anthropologists, clinicians, 

individuals who produce the international and national guidelines for the health 

condition of interest (critical for identifying the correct clinical presentation), and SP 

recruits (helpful in identifying the correct words to describe the physical sensations 

of the condition). 

 

!  
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SECTION 5. CONDUCTING AN SP PROJECT 

5.1 Selection of conditions, study considerations, and scientific rigor 

The design of a study with SPs depends on the ailments selected for the study. Section 

3.3 provided general details on what to consider when selecting ailments appropriate 

for SPs. This section further discusses the process of designing aspects for SP portrayal 

given the selected health conditions and study context. 

 

When selecting a condition for SPs to exhibit, there are important considerations to take.  

!! Delay in detection and reasons for the delay 

!! Risk of invasive procedures 

!! Ability to reproduce diagnostic reports if relevant for the interaction 

!! Display of physical symptoms 

!! Providers seen for this condition, common referrals and location of the point referral  

!! Expectation for follow-up visits  

 

It is recommended to select conditions for which there are international guidelines, standard 

treatment guidelines in the country, or performance indicators. Even if these are available, it is 

recommended to have a Technical Advisory Group with respected specialists who review the 

selected cases for SPs. See Section 5.4 for more details.  

 

As stated earlier, even if the selected condition for the SPs has been used in other countries, 

a pilot study is strongly recommended when expanding to new geographies. 

5.2 Approval of Institutional Review Board or Independent Ethics Committee 

This section continues discussion from Section 4.3 on ethical approvals for SP study. SP study 

teams will also find a publication by Rhodes and Miller (2012) and the interpretation of existing 

guidance for patient safety research done by the World Health Organization in 2013 to be very 

useful for comprehensive ethics discussion on implementing the SP method (16, 17). 

 

Different countries have different regulations about approvals for studies involving human 

subjects. Many countries require approval by an institutional review board (IRB), sometimes 

called an independent ethics committee (IEC), for studies involving human subjects. Studies 
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with SPs classify as human subject research as per the United States Department of Health 

and Human Services. Universities and larger healthcare providers can have these committees. 

The time for approval can differ significantly between different committees and it is advisable 

to find out the average time for approval before finalizing the application to a specific committee.  

 

Many IRBs and IECs have not reviewed studies with SPs in the past. It is therefore 

recommended that a clear description of the methodology be provided. The application 

package should also include a motivation for why this methodology is preferred to other 

methodologies. It is important to clarify how the project is minimally intrusive, and why Using 

SPs will involve no more than minimal risk to participants (both SPs and providers). See Annex 

B for a description of the methodology for IRB submission that was used in the Qutub project 

in urban India.  

 

Approvals from IRBs or IECs must be obtained in advance (before a pilot study is done). 

Substantial changes, including changes to the cases used by SPs, require an amendment to 

the approval. 

 

How long does it generally take between submission and approval from ethics committees? 

Depending on IRB and IEC meeting schedules, it may take upwards of three months to seek 

and obtain permissions. This will depend, of course, on several events, including: (i) whether 

the ethics committee has previously reviewed other research studies using the SP method, (ii) 

whether the study team seeks a waiver of provider informed consent, and (iii) whether the 

study team or other contacts have conducted a pilot study, and if there is a need to wait for 

data to be analyzed. 

 

What to expect from an ethics committee? 

!! SPs are not a familiar topic among ethics committees. 

!! Ethics committees may require: 

o! Confirmation and justification that there are no obvious or perceived risks to 

health providers who will be involved in the study, that doctors will receive their 

usual consultation fees as they would from any other patient in such setting 

(there is no economic loss for the doctor to participate), and that if the provider 

confronts them and challenges them, SPs are trained to reveal themselves as 

SPs. For projects that have informed consent from providers, ethics committees 
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will require that SPs be trained Ð to alert the provider that permission has been 

received from the provider and that the effort is a part of a project for which 

providers have been previously informed and have consented. For cases in 

which permission or informed consent has not been taken with IRB approval 

(for example in the case that a waiver of informed consent minimizes risks to 

detection and protects the scientific validity of the study), the ethics committees 

will require that when SPs are confronted by doctors who accuse them of being 

fake in any manner that could jeopardize the safety of the SP, the SPs have 

been trained to indicate that they are part of a research project and can provide 

a telephone number of a contact person or call in a supervisor who will be in 

the field. 

o! Confirmation and justification that the study does not pose any risk to real patients 

of the health provider (e.g., if clinics see on average 15-20 patients a day and 

the providers spend 3-5 minutes per patient as demonstrated in previous 

studies, an SP visit will not substantially add to the waiting time for any patients). 

Additionally, if a medical emergency occurs at the clinic, the SP, who is 

employed by the research team, is trained to immediately step aside. 

o! Confirmation and justification that the study does not pose any risk to SPs. The 

justification should include an actual or estimated SP detection rate, an 

explanation that the condition of interest does not evoke any invasive procedures 

that place SPs at risk, and confirmation that full debriefs and proper training will 

occur throughout the study to ensure that SPs are able to avoid all invasive 

examinations. 

o! A statement about the potential benefits of the study. For example, the study 

may serve to assess the usefulness and impact of the SP method to evaluate 

quality of care for the condition of interest which can inform policy and further 

the goal of reducing the prevalence, incidence, disease burden, or health costs 

related to the condition. The statement may also disclose that health providers 

in the study will not necessarily have any direct benefits. 

 

Options for obtaining provider informed consent or a consent waiver 

Necessary steps in research involving human research subjects include (i) obtaining ethical 

clearance from an ethics committee to ensure that the study is ethically sound and (ii) obtaining 

informed consent from human research subjects. If the SP method is being used for research, 
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