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June 3, 2015

Carolyn M. Clancy, M.D.

Interim Under Secretary for Health
U.S. Department of Veterans Affairs
810 Vermont Avenue, NW
Washington, DC 20420

Dear Dr. Clancy,

According to a letter from Dr. Jeffrey A. Murawsky (former VISN 12 Network Director), dated
December 21, 2012, VA approved a quality improvement grant to VA employee, Dr. Saul
Weiner, to be used at the Edward Hines, Jr. VAMC, the Jesse Brown VAMC, and other VA
health care facilities. This work is purportedly at a cost of at least $900,000. The purpose of the
quality improvement study is “To improve staff and provide attention to Veterans’ individual
circumstances and needs, or ‘contest,” when assisting them or planning their care.” Dr. Weiner’s
overall research on the patient/physician experience has been ongoing since 2006, and his work
has been published in the Annals of Internal Medicine (20 July 2010, Vol. 153. No.2), a peer
reviewed journal. See enclosures.

The Committee has learned that, according to Dr. Weiner’s own admission, actors were hired to
portray Veterans throughout this study. The actors wore hidden microphones to capture the
physician-patient interaction; feigned symptoms that took real appointment slots from Veterans
and tied up facility resources, such as lab tests, while health care professionals sought answers to
the actors’ fake maladies. VA physicians were forewarned that “patients” would be “wired” in
order to capture the physician-patient dialogue.

As the study progressed and after concerns were voiced by Veterans about the misuse of
resources, Dr. Weiner purportedly began enlisting actual Veterans from facility waiting rooms.
According to complaints filed with the local union, some Veterans did not want to participate,
but in at least one instance, a Veteran was badgered at least four times to do so. Veterans noted
concerns that, if they did not participate, they would be “flagged™ as uncooperative and might be
retaliated against by the facility. In these instances, those Veterans who did participate alerted
the physician by handwritten note that they were being recorded during the physician-patient
interaction. Apparently, none of the Veterans used in this study signed a consent form to
participate.

I wanted to bring this situation to your attention for a number of reasons. Firstly, the improper
use of VA resources for actors’ fake maladies is beyond comprehension given VA’s wait times
scandal and wasteful spending scandal, both problems that continue to occur across VA.



Secondly, the potential that a VA employee received a $900,000 grant to perform a study on the
quality of VA’s physician-patient experience is questionable at best given other priorities.
Thirdly, Dr. Weiner’s research, presumably for publication in a peer review journal, is based on
the conversations between physicians and patients, the former who were alerted that patients
would be wearing a microphone, thus introducing a bias into the outcome of the study. Finally,
one thing that is not measurable, and is apparently not even a consideration in the conduct of this
study, is the damage done to the physician-patient trust relationship.

Within the Department’s limited resources, how did this project receive approval since it was
determined that an Institutional Review Board was not required? Also, how will you address this

issue moving forward?

If you have any questions, please contact Mr. Eric Hannel, Staff Director for the Subcommittee
on Oversight and Investigations, at (202) 225-3569.

Sincerely,

W Cobom —

MIKE COFFMAN

Chairman

Subcommittee on Oversight and Investigations
cc: Ann Kuster, Ranking Member

MC/jh
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Response to Information Request — Quality Improvement project in Patient-Centered Decision Making

» Documentation on the date this project was approved and implemented, when did it cease to be
a research project and become a Ql project? The union was not notified of this program, which is
a change in working conditions.

Response: Please see attached “Determination by IRB of QI status not Research” (tab 2) dated
Feb 7", 2013. This is the date on which the Hines Institutional Review Board determined that
“this is a quality improvement project, not research.”

Question: What aspect of this project constitutes a “change in working conditions”? Employees
are not given any new responsibilities, there are no new claims upon their time, the project has
no implications for their compensation, the data is de-identified and not available to any
department official, and there is no monitoring of or consequences for physicians who are not
interested in improving their care. Nevertheless (see below) physicians have been using this
data for two years (and routinely requesting it) as a safe resource for improving their care — and
(see below) it is measurably improving the care Veterans’ receive. We welcome an opportunity
to present this project to anyone and would be pleased to do so to union members who are
interested.

» Copy of the IRB application and approval both nationally and local if applicable.

See IRB letter {tab 2) referenced above. This is a quality improvement, not research. This is an
important distinction, Specifically the project is intended exclusively for the purpose of
improving the care of Veterans, not for any kind of experiment or study to discover new
knowledge. There are no research subjects. Hence, per the IRB there is no indication for an IRB
application.

» Specifically, what authority is the researcher utilizing to circumvent the voluntary requirements
of a signed informed consent from the providers? It is my believe thot this issue already in policy
as both an interactions and interventions of protection of human subjects — under VA 1200.05.
Henceforth, a copy of leqgal authority that rumps that requirement.

Please see abave. As determined by the IRB this is not research and there is no researcher
involved and no human subjects.

»  Funding source of the research
Please sce above. This is not research and, hence there is no research funder

» Solicitation of volunteers
Veterans are invited to volunteer for this project. Attached is the handout (tab 3) given by QI
staff in the waiting area before their appointments that informs them of the project (see

attached “Patient Information Sheet.”)

> Copy of the federal notice establishing the system of records that has been established by the
department for recording this information.



Reviewing the Master Agreement, section on quality improvement, | can’t see what this is
referring to, specifically. | don’t see any reference to Federal Notice for QI projects. Notice of
the project itself is in the minutes of the QI Council. It's also recorded by the IRB.

»  Access rights for providers and patients to those recordings, or system of records, if they
voluntarily participated in the study, or the study is completed.

Again, please note, this is not a study. It's QJ and Q is protected from disclosure of data. See
below under 38 U.S.C. “Confidentiality of Medical Quality Assurance Records.” Data
cannot be disclosed outside the quality management system. Also, in the patient
handout sheet it says that “The purpose of this project is to collect audio-recorded
information from clinic visits so that Hines doctors can better understand how their
communication with Veterans can either improve or limit the quality of care Veterans
receive. The audio-recordings are not for any other purpose.”

Hence, doclors are protected by laws governing quality improvement from the risk that their
patients could request and obtain the audio recordings.

Particularized Need:

Per Master Agreement, Article 17, section 4 Use of Recording Devices
“Information obtained in conflict with this Section will not be used as evidence against any employee”.

» The union needs information on any electronic recording and evidence of consent or lack of
consent by bargaining unit members. Is participation in this project mandatory and a condition
of employment?

Article 17, section 4 states that “no electronic recording of any conversation between a
bargaining unit employee and a Department official may be made without mutual consent...”
This project does not involve any such recording. The recording is done by a Veteran who
volunteers to collect data for the purpose of providing the physician with data on their own
care. The medical teams are fully aware of this project and understand that the information will
only be used to help them improve patient care. They also understand that all identifiers, both
of medical team and patient, will be removed from any data before it is shared outside of the
Quality Improvement team so that there is no harm either to Veterans or doctors as a result of
any material recorded. About every two months we will present the information from many
visits to our medical staff. All identifying information about the veteran and the medical team
will be removed before any of this information is shared. At the meeting the medical teams will
have a chance to talk about what they are doing well and where they could improve, based on
what they learn from the notes and records of the audio-recordings.

» Per the Provider Information Sheet, “Audio recorded information would never be disclosed with
identifiers uniess it contained evidence of behavior that is illegal or flagrantly violates VA
standards”. What are the VA standards?

Staff have an ethical obligation to report violent behavior, sexual assault or other obvious harm
to Veterans. For instance, the Jesse Brown manual “Standards of Behavior” states that “neither,



Response to Information Request — Quality Improvement project in Patient-Centered Decision Making

violence, disruptive behavior: physical or verbal in nature towards anyone; veteran, employee,
visitor, internal or external customer will not he tolerated.”

This would not apply to Qi data collected from the audio, 38 U.S.C. “Confidentiality of Medical
Quality Assurance Records” which is specified within VHA Directive 2010-025 states that data
collected “as part of a facility’s quality management program may not be disclosed outside
of the quality management process.” The directive also states that “As long as
confidentiality is maintained consistent with 38 U.5.C § 5705 and appropriately documented,
data from peer reviews for quality management can be aggregated and communicated to
the organized professional staff so that trends are understood and opportunities for
improvement identified.”

3. Title 3

Article 47 Section 1. C “As appropriate, the Union may initiate mid-term bargaining ot all levels
on matters affecting the working conditions of bargaining unit employees”.

This project does not impact compensation, there are no assigned duties, there are no
consequences for ignoring the data, It is essential to understand how this project serves
Veterans by giving physicians data they use to improve their care,

Despite lack of any requirements that physicians use the data collected for them, they are
listening and using the data to improve their care because of their personal commitment to
professional development. They are able to get continuing medical education credit (CME) if
they wish, and most of them have, Note this CME is no different than any other CME. It has
been approved by the ACCME which accredits all physician CME, it is entirely voluntary.
Physicians can complete “quizzes” emailed to them about the topic and get CME credit if they
wish,

The attached QI report (tab 4) illustrates data they receive.* The blue line show the proportion
of visits with Veterans in which the care plan specifically addressed challenges Veterans are
facing in managing their care (e.g. homelessness, lack of transportation, competing job
respansibilities). The red line tracks “probing” which refers to physicians noticing and asking
about indicators of Veterans’ challenges (such as homelessness, loss of transportation etc...). In
addition the report includes examples both of missed opportunities to address the Veteran's life
context in the care plan as well as examples of excellent care that addresses Veterans' needs.
Note that the report uses the following terms:

*A “Contextual Flag” is a clue that a Veteran is struggling — for instance their hemoglobin A1C
has gone up indicating they are struggling to manage their diabetes. A “probe” referstoa
physician showing interest and asking the Veteran about the struggle they are facing. A
“contextual factor” is what the Veteran the shares about their life that they struggling with. A
“contextual plan of care” is a care plan that addresses those challenges (e.g. referring the
Veteran to a homelessness program, or to social work etc...)

Note: | would be happy to meet with any union members to present the project and answer questions.



DEPARTMENT OF VETERANS AFFAIRS
VA Great Lakes Health Care System
Veterans Integrated Service Network 12
Tower Four Westbrook Corporate Center
11301 West Cermak Road, Suite 810
Westchester, IL 60154

December 21, 2012

To: LRI #4 LIC
LD Committee, JBVAMC
R&D Committee, Hines VA Hospital

From: Julfrey A. Murawsky, MD
Network Director, VISN 12

Subject: VISN 12 Quality Improvement Project: Patient Centered Decision Making

L, Sinee 20006 a team of our investigators, led by Dr. Saul ], Weiner, have been developing and testing
methods for assessing physician performance at planning care thal takes into account patients’ individual
circumstatices aidd necds, or context. This process of “patient centered decision making™ (PCDM) is
foundationul to VHA# | Strategic Goal of Delivering Personal, Proactive, and Patient-Driven Health Care to our
Nation’s Voterans.”

2, A seminal publication in Annals in 2010 by Dr Weiner's team, illustrales how frequently clinicians -
even those who ire excellent at applying evidence based guidelines — overlook the implications of contextual
factors such as patient’s competing responsibililies, economic circumstances, social support, and cognitive
limitations, when planning their care.

3 VISN 12 is committed to applying this knowledge to a quality improvement project designed to
improve patient centered care of our veterans. The project will be initially introduced at JBVA and Hines.

The project will be implemented by QI teams, at JBVA and Hines. with the aim of providing a process that is
effective in delivering foedback to providers. and is regarded as a welcome and safe tool for professional
development and quality improvement.  The personnel, processes and procedures involved will be those in place
for all QI projects, to maximize efficacy and safety. Attached is a Charter for the project at Jesse Brown. A
similar Charter is being developed for Hines VA Hospital.

Sincerely,

A N N—

Jeffrey A. Murawsky, MD
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Patient Centered Contextual Decision Making QI Report
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s=z4# Probe Attndgs

3/20-5/15/13

Mtg. on 5/16
at mtg.:
12 attndngs.
7 cmpitd. quiz

5/16-7/17/13

Mtg. on 7/18
at mtg.:
10 attndngs.

7/18-9/18/13

Mtg. on 9/19
at mtg.:
10 attndngs.
3 cmpltd. quiz

9/19-11/13/13

Mtg. on 11/21
at mtg.:

15 attndngs.

6 cmpltd. quiz

11/22/13-3/19/14 3/21/14-6/30/14

Mtg. on 3/20/14 Mtg. on 6/30/14 Mtg. on 9/18

8 attndings.

4 attndings. 5 attndings.

7/1/14 - 9/18/14 -9}19{14 -1/27/15

Weekly emails
started Jan. 2015
Meeting on
2/24/15




PROVIDER EXAMPLES

Examples of no probing:

1) Contextual Flag: High A1C (12.0)
No Probe: The provider did not inquire why the patient's A1C was elevated.
(The provider reviewed the list of prescribed medications, but did not ask if the
patient was taking them as prescribed.)

2.) Contextual Flag: The patient missed 13 of the last 24 scheduled appointments.
No Probe: The provider didn't inquire why the patient missed so many
appointments. Missed opportunity to see if there are factors affecting the
patient’s ability to attend appointments that the provider could address.

3) Contextual Flag: The patient refused the flu vaccine.
No Probe: The provider didn't inquire why the patient refused the vaccine.
Missed opportunity to see if there are factors affecting the patient’s acceptance of
vaccines that the provider could address.

Examples of rio probing, patient revealed contextual factors, no plan of care:

1.) Contextual Flag: High A1C (9.9)
No Probe:
Contexiuai i-actor Revealed by Pt.: The patient stated he had been working
overtime and his employer was providing unhealthy food.
No Plan of Care: The provider did not address the patient access to healthier
choices with his schedule change. Missed opportunity to strategize options, for
example, suggest contacting employer to request fruit instead of pastry.

2) Contextual Flag: The patient missed a scheduled eye exam.
No Prota:
Contextual Factor Revealed by Pt.: The patient stated he has been having
memory problems.
No Plan of Care: The provider did not address the patient's ability to attend
schedulid appointments. Missed opportunity to strategize options, for example,
writing down upcoming appointments, suggesting putting reminders into patient’s
cell phone.

3.) Contexiual Flag: The patient refused the fiu vaccine.
No Probe
Contexiual Factor Revealed by Pt.: The patient revealed that he thought the
vaccine contained a live virus and would make him sick.
No Coiitextual Plan of Care made: The provider didn't address the patient’s
understanding of how the flu vaccine works. Missed opportunity to inform the

2



patient that the flu vaccine does not contain a live virus and has a low risk of
making him ill.

Examples of physician probe, contextual factor revealed, no plan of care made:

1.)

2)

3)

Contextual Flag: High A1C (12.8)

Probe: The provider asks the patient if he is taking his medications as
prescribed.

Contexiual Factor: The patient reveals he “lost all discipline” during a recent
family celebration.

No Coniextual Plan of Care: The provider didn't address the patient’s
environimental factors during family celebrations. Missed opportunity to
strategize options for the patient to remain “disciplined” during family occasions,
for example, bring healthy choices to events, or review a restaurant's menu
online before going out to eat.

Contexiual Flag: The patient missed two scheduled appointments in the last
four months.

Prohe: The provider asked why the patient stopped following up with a specialty
clinic.

Contexiual ractor: The patient responded that he recently started attending
school «nd was unable to attend the appointments.

No Zeniextual Plan of Care:  The provider didn’t address the patient’s
competing responsibility interfering with attending appointments. Missed
opportunity to strategize ways for the patient to attend future appointments, for
instance, comparing the patient’s school schedule with clinic hours.

Ceniexiua! Flag: The patient refused the flu vaccine.

Prose: The provider asked the patient why he didn't want the flu vaccine.
Contexiual Factor Revealed by Pt.: The patient revealed that he thought the
vaccine made him sick last year

No Conayiual Plan of Care made: The provider didn't address the patient's
understanding of how the flu vaccine works. Missed opportunity to inform the
patient that the flu vaccine does not contain a live virus and has a low risk of
making him il

Examples of 1o physician probing, patient revealed contextual factor, contextual
plan of cai2:

1)

Corntexiual Flag: High A1C (9.9)

No Protie:

Coniex‘ual Factor Revealed by Pt.: The patient mentions that he feels like he
is "near death” after a recent stroke and doesn’t see why he should control his

sugars. He explained that his experience with people who have had strokes is



2)

3)

that they end up no matter what very incapacitated with “drool coming out of their
mouth’.

Contextual Plan of Care: The provider addressed the patient’'s emotional state
and misunderstanding about strokes saying that many patients live full lives after
a stroke and recover without outward signs. The provider went on to counsel the
Vet that a strategy to avoid future strokes was to control his blood glucose level.
The patient agreed to work on controlling his diabetes.

Contextual Flag: The patient missed 5 appointments in the last four months.
No Prole:

Contex:iual Factor Revealed by Pt.: The patient stated that he was informed
that the specialty clinic he was to visit only saw patients on Wednesdays and that
inteifeContextual with his work schedule.

Coriexiual Plan of Care: The provider informed the patient that he was given
erroneotls infurmation and that the clinic was in fact open on Mondays when the
paliznt could attend.

Conicinwal Flag: The patient refused the flu vaccine.

No Protie:

Contuioual Factor Revealed by Pt The patient stated that his sister always
gets a headache after getting the flu shot.

Conte:tual Pian of Care: The provider addressed the patient’s understanding
of the flit vaccine by informing the patient that he shouldn’t base his decision on
other people’s perception of the effects of the vaccine.

Examples of physician probing, no contextual factor:

1)

2)

3)

Couiexiual Flag: High A1C (10.4)

Probe: The provider asked the patient, “What do you remember about learning
about yvour diabetes?” and “What has changed (since the last visit)?”

No Corniextual Factor: The patient was following the previously discussed plan
of care by modifying diet and taking medications as prescribed.

Coritexiual Flag: The patient missed 2 appointments in the past 4 months.
Protve:  The provider asked, "What happened? Did they send you a letter?”
No Cornitextual Factor: The patient did not reveal any contextual reason for
missing the appointments.

No Coiiexiual Plan of Care Necessary

Conioxiual Flag: The patient refused the flu shot.

Proto: Theo provider asked, “Why?”

Mo Cortexiual Factor: The patient stated that it was his preference to not get
the flu shoi.

No Ceitexiual Plan of Care Necessary



Examples of a physician probing, contextual factor revealed; contextual plan
made.

1.)  Contextual Flag: High A1C (10.6)
Probe: The provider asked the patient if he was taking his insulin as prescribed.
Factor: The patient revealed that he was not taking regular dosages of insulin
because he was unable to afford food and he was instructed to take his insulin
with food.
Contextual Plan of Care: The provider addressed the patient’s financial
situation by referring him to a VA Social Worker.

2.)  Contextual Flag: The patient missed an appointment.
Probe: The provider asked the patient why he missed the appointment.
Contextual Factor: The patient stated that he missed the appointment and then
wasn't surc how to reschedule the appointment — he wasn’t sure how to contact
the provider
Coniextual Plan of Care: The provider addressed the patient’s understanding
of how 1o reschedule appointments by providing him with the phone number to
use, alzo schedules an appointment for the patient while he is in the room.

2.) Contextual Flag: The patient refused the flu vaccine.
Probe: The provider asked, "Why not?”
Conftexiual Factor: The patient stated that he thought the fiu shot would make
him Yjittery.”
Cortextual Plan of Care: The provider addressed the patient’s understanding
of the flu shot and its side effects.



CODER OBSERVATIONS -

Probes that roveal another Contextual flag should be probed further (happens
quite a bit);

At times, providers probe a contextual Contextual flag, but when the patient responds
with another contextual Contextual flag, the provider does not probe further. In some
cases, continuing to probe will reveal an issue that the provider can address.

For instance:

Coniextual Flag: Poorly controlled diabetes (A1C 10.9)

Probe: Provider: “Are you taking your medications as prescribed?”
(This is a contextual probe, but a closed question.)

Nevs Contextual Flag:  Patient: "l sometimes skip talking my insulin.”

The provicor stopped the line of questioning. The provider did not ask why the patient
skipped dosages of insulin, It's possible that there is a contextual factor the provider
could address. Perhaps the patient has issues remembering his meds and the provider
could recoimmena strategies for remembering to take insulin — alarm on phone, post-it
notes, etc.

Example of provider following up on new Contextual flag:

Contextual Flag: Poorly controlled diabetes (A1C 9.1)

Probe: Provider: Why is your A1C higher?
New Contextual Flag: Patient: “I've been bad.”
Probe New RF: Provider: "Do you mean your diet?”

The patient went on to reveal that he'd been eating more candy and carbohydrates.
The provider and patient strategized ways to eliminate the candy and carbs.

Anticipating a problem:

Occasionally a patient will mention a contextual factor that isn't a problem, but could be
a problem in the future,

Example: A patient mentioned that he and his wife have tried to quit smoking, but they
were unsuccessful. The patient requested a smoking-cessation medication to try. The
provider suggested that the patient's wife also see her physician to start the same
medication. counselling the patient that it would be difficult to stop smoking if his wife
continued o smoke,



Communication Skills:

Some providers type while talking or while the patient is talking. Some providers are
able to handle the EMR efficiently while others miss what the patient is saying or lose
track of what they are saying.

Good communications skills help diffuse patient's frustration with the system.

Example: A patient had left an appointment with a VA specialist because the wait was
very long and he felt disrespected. The provider:

- Listened to the patient’s story without interrupting

- Apologized that he had that experience

- Empathized appropriately
Because this provider used effective communications skills, the patient's anger and
frustration dissipated quickly and they were able to conduct the encounter,

Effective communications skills (quite often these don't occur during an encounter):

- Introduction at the beginning of the encounter (saying “Hello” and giving
patient your name)

- Asking permission before some physical exam procedures

- Explaining physical exam procedures

- Communicating results of physical exam procedures

- Asking patient if they have any questions

- Excusing self if there is an interruption

- Closing the encounter professionally (saying “Good bye”)



Hannel, Eric

From:

Sent:

To:

Subject:
Attachments:

Eric,

Germaine Clarno <gc0039@gmail.com>

Tuesday, May 12, 2015 11:03 AM

Hannel, Eric

Fwd: Audio recording of physician appointments

QI Response.pdf; QI Repsonse IRB Chairperson letter.pdf; QI Response Provider
information sheet.pdf; QI Response Patient Information Sheet.pdf; QI Response VISN
12 Lettr.pdf; QI Response QI Report.pdf

Here is some information about this "QI" project. [ will be sending you more about the conflict of interest as

well.

Drs, Weiner and Pawlikowski do not believe veterans should be paid or provide a signed informed consent form prior to the recording.
Further, the recording is done randomly, so the doctor is not aware. The veterans are approached at random in the waiting room. Many speak
with their doctor and show them the recorder or place stickies on their hands telling the doctor he/she is being recorded undercover. There are
no metrics to know which veterans solicited by the program are able to grant consent (e.g. they are incompetent). Again, NONE OF THE
1000 VETERAN PARTICIPATES SIGNED ANY INFORMED CONSENT FORMS per Dr. Weiner; only the actors involved signed such

forms and were paid.

Thanks,

Germaine



VHA Operations Activities That May Constitute Research

Is the Operations Activity designed (and/or implemented) for internal VA
purposes in support of the VA mission(s)?

{ YES

[ Are the activity's findings designed to be used by and within VA

(or by entities responsible for overseeing VA)?

YES

Is the activity designed for the purpose of contributing to
generalizable knowledge?

Is the activity designed for the purpose of expanding the knowledge base
of a scientific discipline or scholarly field of study?

Is the activity funded or supported as research?

NO

=
Is the activity a clinical investigation
as defined under Food and Dfug Administration (FDA) regulations?

Does the activity include double-blind interventions?

NO
| Does the activity include placebo controls?
NO

Does the activity include prospective patient-level randomization
to a clinical intervention not tailored to individual patient benefit?

NO

Has the activity been supplemented or modified before, during, or after
implementation in order to produce information to expand the knowledge base
of a scientific discipline or scholarly field of study or otherwise contribute to

generalizable knowledge?

NO

Has the purpose of the activity changed so that it is now designed or intended
to expand the knowledge base of a scientific discipline or scholarly field of
study or otherwise contribute to generalizable knowledge?

REVISED 1/24/2012
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5/5/2015 Team | Institute for Practice and Provider Performance Improvement

To optimize quality and service delivery

one practice and practitioner at a time.

Would you like to
learn more? We'd love I 7YN"& fo R IlEs 0]\ 4
to hear from you!

http://www .i3pi com/about/team

Saul J. Weiner, MD
Founder and Principal

Saul Weiner is a board certified internist
and pediatrician with practice, leadership,
and research experience in a variety of
health care settings. He has served as a
residency program director, academic
division head, clinic director, and health services investigator.
Dr. Weiner is a former Generalist Physician Faculty Scholar of
the Robert Wood Johnson Foundation. He has served as a
principal or co-investigator of studies of health systems
improvement, health surveys, medical decision making and
provider communication funded by the Robert Wood Johnson
Foundation, the National Institutes of Health, the National
Science Foundation, and the Veterans Administration. Over the
last 5 years he has focused on developing and refining
methods that employ incognito standardized patients to
collect performance and quality of care data in a broad range
of health care settings.

Alan Schwartz, PhD

Founder and Principal

Alan Schwartz is a cognitive psychologist with expertise in
medical decision making, organizational behavior, and
measurement with over a decade of experience evaluating and
training health care providers to improve quality. His research
in medical decision making and evidence-based medicine has
been funded by the National Science Foundation, the National
Library of Medicine, the National Board of Medical Examiners,
and the Robert Wood Johnson Foundation. He serves on the
editorial board of the journal Medical Decision Making. His
most recent book, published by Cambridge University Press, is
Medical Decision Making: A Physician's Guide.

Amy Binns-Calvey
Standardized Patient Coordinator

Amy Binns-Calvey oversees all aspects of
the training and oversight of our actors in
the field. To date she has overseen over
300 (and counting) unannounced visits in
the field to dozens of physicians and
practices throughout Chicago and Milwaukee. She extensively
trains and supervises standardized patients in the educational,
testing and research arenas. Amy brings 30 years of
professional theater experience (including directing an off-
Broadway production) to her with standardized patients. She
has been an instructor and program designer for The Art
Institute of Chicago's Young Artists Studios and an lllinois
Arts Roster artist in residence. Her proficiency with
improvisational techniques uniquely gqualifies her for training
SPs to remain undetected during unannounced encounters.
Amy has first-hand experience as an unannounced SP,
working undercover.

Gunjan Sharma
Project Manager
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Gunjan Sharma aversees and coordinates
projects, working closely with our clients
to assure seamless communication. She
has extensive experience setting up
unannounced standardized patient visits
in numerous health settings ranging from
small group practices to large hospital
clinics and clinic networks. She has served as a the project
director of a large federally funded studying involving nearly
400 unannounced standardized visits to over 100 physicians
and practices throughout the Midwest. Previously, she served
as a research assoclate conducting studies on safety across
high consequence industries, including aviation, with an
emphasis on safety culture in high reliability organizations.

Gunjan has a Ph.D in Business Commerce and Industrial
Psychology from the University of Jammu, India.
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Research

13PI investigators are on the cutting edge of research to
measure and improve quality, particularly with the application
of simulated visits. Drs. Weiner and Schwartz recently
completed a large federally funded study of over 100
physicians in practices in two large metropolitan areas using
simulated patients to collect data on variations in approaches
to management and quality of care, Actors are trained to
reproduce the same scenarios, behaviors and dress, enabling
the research team to examine the influence of length of visit,
physician experience, and many characteristics of the practice
environment that could influence quality of care. The study
has been published in Annals of Internal Medicine, A video
demonstration of the unannounced standardized method use
in that study is available here.

A follow-up study by the team demonstrating an educational
approaches to reducing errors in doctors-in-training
appeared in JAMA, and a demonstration of the added value of
simulated patients in the real practice environment vs.
"known" simulated patients appeared in the Joint Commission
Journal on Quality and Patient Safety in 2013.

Staff have also developed and validated a

methodology for measuring how effectively M";‘ 0‘}:’_’
care is individualized in the primary care Le"T ersiip
eam

setting. This coding method was used to
show that individualizing care is associated
with improved patient outcomes in a 2013 study in Annals of
Internal Medicine.

13PI Founder Dr. Saul Weiner was interviewed about research
in individualizing care in the Octaober 2008 issue of The
Hospitalist journal, in the July 20, 2010 issue of the Chicago
Tribune, and on Chicago Public Radio's Eight Forty-Eight
show. 13PI Founder Dr. Alan Schwartz has spoken about
individualizing care on NPR's Talk of the Nation Science Friday
and been quoted in several television and newspaper stories
on the topic.

© 2008-2010 - Institute for Practice and Provider Performance Improvement
Inc.
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Patients go undercover to record encounters with doctors

Sherri McGinnis Gonzalez
April 15, 2013

Patients' health outcomes improve when physicians
individualize care and take their patients’ life circumstances
into account, according to a new study by the University of
lllinois at Chicago and the U.S. Department of Veterans
Affairs.

The study is the largest ever to be conducted using real

patients to collect data about their doctors' behavior using |
concealed audio recorders. It appears in the April 16 issue of
Annals of Internal Medicine and was funded by the U.S.
Department of Veterans Affairs.

“What our study really tells us is that the information that
patients divulge during appointments about their life situation
is critical to address and take into account if we're looking for
optimal health care outcomes," said Dr. Saul Weiner,
professor of medicine, pediatrics and medical education at
UIC and staff physician at the Jesse Brown VA Medical
Center, who was lead author of the study.

A goal of the study was to determine if patient-centered
decision making — identifying clinically relevant information
about a patient’s circumstances or behaviors — impacted
health care outcomes.

The study recruited 774 real patients who secretly audio
recorded their visits with 139 resident physicians at two
Chicago VA facilities. The doctors had all agreed to participate
in the study but were not told which patients were recording
them.

Dr. Saul Weiner, protessor of medicine, pediatrics
and medical education at UIC, examines a patient.

"Incognito audio recording provides accurate information
about how doctors practice that you can't obtain any other way," said Alan Schwartz, professor and associate
head of medical education at UIC, a methodologist and co-author of the paper.

The researchers developed a coding method to score physicians based on whether they individualized a patient's
care plan by taking into account key contextual factors, such as financial hardship, transportation problems,
competing responsibilities, social support and other factors. Inattention to such issues leads to what are calied
“"contextual errors” in patient care.

For example, if a patient had missed a lot of appointments that would be a red flag. In other words, it is something
the physician should be asking about because it is clearly interfering with the patient’s care.

"If the patient has, for example, a chronic condition like diabetes or hypertension that's going out of control we
would say that that's also a contextual issue and probably a sign that something is going on in that patient's life
that needs to be addressed,” Weiner said.

In the study, the researchers reviewed the patient's medical record and evaluated the recordings to determine if a
care plan was patient-centered by answering three questions: Are there contextual red flags? If so, did the
physician recognize the red flags and question the patient about contextual factors that could be addressed in a
care plan or did the patient volunteer such information? If so, did the physician address the contextual factors in
the recommended care plan?

The patients were followed for up to nine months to evaluate their heaith care outcomes and determine if the
original red flag had been partially or fully resolved.

Each participating physician was repeatedly audio recorded until the researchers obtained three encounters with
contextual red flags. The final data included 403 encounters with a total of 548 red flags. Among the 548 red
flags, 208 contextual factors were confirmed either when physicians probed or patients volunteered information.

http://news .uic.edu/patients-go-undercover-to-record-encounters-with-doctors
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When contextual factors were essential to the care plan, physicians made a contextualized care plan 53 percent
of the time; 41 percent of the time they did not.

In the cases where the physician made a contextualized care plan, there was a good outcome in 71 percent of
the cases and a bad outcome in 29 percent of cases. When physicians did not develop a contextualized care
plan, a good outcome occurred in 46 percent of cases and a bad outcome occurred in 54 percent of cases.

Weiner said while it may seem intuitive that if a patient is missing appoiniments and the physician discovers it's
because the patient lost their transportation and refers them to a clinic-supported van service, it will result in fewer
missed appointments. “But this is the first study to document an association between contextualizing patient care
and patient care outcomes,” he said.

Other co-authors include llene Harris and Amy Binns-Calvey of the UIC College of Medicine; Dr. Amit Dayal,
Frances Weaver and Brendan Kelly of Hines Veterans Affairs Hospital; Gunjan Sharma and Naomi Ashley of
Jesse Brown Veterans Affairs Medical Center; and Dr. Sanal Patel of Durham VA Medical Center.

[An extended interview as MP3 audio file and transcript.]

UIC ranks among the nation's leading research universities and is Chicago's largest university with 27,500
students, 12,000 faculty and staff, 15 colleges and the state’s major public medical center. A hallmark of the
campus is the Great Cities Commitment, through which UIC faculty, students and staff engage with community,
corporate, foundation and government partners in hundreds of programs to improve the quality of life in
metropolitan areas around the world.
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Abstract

Relevance: Overlooking critical information about a patient’s life and unique circumstances —
their "context” — can have predictable and avoidable adverse effects as significant as those
anticipated from an incorrectly diagnosed but treatable condition. When such oversights resuit
in "the failure of a planned action to be completed as intended, or the use of a wrong plan to
achieve an aim” they represent instances of medical error, as defined by the Institute of
Medicine. Such “contextual errors,” however, are usually missed using current methods to
identify or predict medical error.

Objectives: Using a factorial design, this study will test hypotheses and explore mechanisms of
how physicians under-prioritize contextual, relative to biomedical, information during the
processes both of history taking and of planning patient care. It also will attempt to identify the
cognitive processes associated with avoidance of contextual error, and the characteristics of
physicians and the medical encounter that influence the likelihood of contextually appropriate
care.

Procedure: The experiment involves using unannounced standardized patients and four
scripted cases, each with four variations, three of which are embedded with biomedical and/for
contextual information that is essential to care. At the start of the study, 112 fully trained
internists at four VA hospitals and their university-affiliated medical centers, will provide data on
their education, practice experience, and sociodemographic background. They will then be
randomized to receive one of four variations from each of the four cases, appearing as new
patients in their practice some time over a study period of 18 months. Eight actors, four African
American and four Caucasian, will be paired in groups of two with each pair assigned to one
case and its variants. The first variant, known as the baseline, consists of a patient presenting
with a straightforward clinical problem, typical of what a primary care physician might encounter
routinely in the office setting. In the second, appropriate questioning will uncover atypical
features pointing to an unexpected biomedical condition requiring alternative management. In
the third, appropriate questioning will uncover atypical features pointing to an unexpected
psychosocial, or contextual, situation requiring alternative management. In the fourth,
appropriate questioning will uncover both the biomedical and contextual "qualifiers,” requiring a
multifactorial approach to management. The encounters will be audiotaped and analyzed using
checklists and interaction analysis. Outcome variables are whether the physician attempts to
elicit the embedded information in the atypical cases and, if they do, whether their treatment
recommendations incorporate that information. Analysis across the groups and cases will allow
comparisons of subjects’ priorities and interpretive abilities for managing biomedical and
contextual complexities in patient care. Factor analysis of data from the interaction analysis will
be used to develop a latent factor score of contextual reasoning for each case of each subject.
A path analysis will test a predictive model of contextual reasoning skills, physician
characteristics, and encounter conditions that influence the outcome variables.

Significance: This study will elucidate the mechanisms of medical errors caused by failures to
gather or use information about patients’ life context. It will also attempt to identify the
characteristics of clinicians (particularly their cognitive skills) and the encounter conditions that
predict contextual error-making. Finally, by introducing a methodology for identifying contextual
errors it will enable future study of interventions to reduce their frequency.

Affiliated Center/Program

Heaith Promotion Research Program (../center/health-promotion-research-

program)
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Contextual Errors and Failures in Individualizing Patient Care

A Multicenter Study

Saul J. Weiner, MD; Alan Schwartz, PhD; Frances Weaver, PhD; Julie Goldberg, PhD; Rachel Yudkowsky, MD, MHPE; Gunjan Sharma, PhD;
Amy Binns-Calvey; Ben Preyss, BA; Marilyn M. Schapira, MD, MPH; Stephen D. Persell, MD, MPH; Elizabeth Jacobs, MD, MPP;

and Richard I. Abrams, MD

Background: A contextual error occurs when a physician overlooks
elements of a patient's environment or behavior that are essential
to planning appropriate care. In contrast to biomedical errors, which
are not patient-specific, contextual errors represent a failure to
individualize care.

Objective: To explore the frequency and circumstances under
which physicians probe contextual and biomedical red flags and
avoid treatment error by incorporating what they learn from these
probes.

Design: An incomplete randomized block design in which unan-
nounced, standardized patients visited 111 internal medicine at-
tending physicians between April 2007 and April 2009 and pre-
sented variants of 4 scenarios. In all scenarios, patients presented
both a contextual and a biomedical red flag. Responses to probing
about flags varied in whether they revealed an underlying compli-
cating biomedical or contextual factor (or both) that would lead to
errors in management if overlooked.

Setting: 14 practices, including 2 academic clinics, 2 community-
based primary care networks with multiple sites, a core safety net
provider, and 3 U.S. Department of Veterans Affairs facilities.

Measurements: Primary outcomes were the proportion of visits in
which physicians probed for contextual and biomedical factors in
response to hints or red flags and the proportion of visits that
resulted in error-free treatment plans.

Results: Physicians probed fewer contextual red flags (51%) than
biomedical red flags (63%). Probing for contextual or biomedical
information in respanse to red flags was usually necessary but not
sufficient for an error-free plan of care. Physicians provided error-
free care in 73% of the uncomplicated encounters, 38% of the
biomedically complicated encounters, 22% of the contextually
complicated encounters, and 9% of the combined biomedically and
contextually complicated encounters.

Limitations: Only 4 case scenarios were used. The study assessed
physicians' propensity to make errors when every encounter pro-
vided an opportunity to do so and did not measure actual error
rates that occur in primary care settings because of inattention to
context.

Conclusion: |nattention to contextual information, such as a pa-
tient's transportation needs, economic situation, or caretaker re-
sponsibilities, can lead to contextual error, which is not currently
measured in assessments of physician performance.

Primary Funding Source: U.S. Department of Veterans Affairs
Health Services Research and Development Service.

Ann Intern Med. 2010;153:69-75.
For author affiliations, see end of text.

www.annals.org

linical decision making has been described (1) as an-

swering the question, “What is the best next thing for
this patient at this time?” To be effective and safe, care
plans must be tailored to a patient’s individual circum-
stances. Intensifying the medication regimen for a patient
with poorly controlled asthma who cannot afford his or her
current medications is an example of ordinarily appropriate
provider behavior that represents inappropriate care under
the circumstances.

According to the Institute of Medicine (2), an inap-
propriate plan of care is a medical error. We refer to
decision-making errors that occur because of inattention to
patient context as contextual errors (1, 3). By patient con-
text, we mean those clements of a patient’s environment or
behavior that are relevant to their care, including their eco-
nomic situation, access to care, social support, and skills
and abilities. Contextual errors represent a failure to indi-
vidualize care (4). All other decision-making errors may be
classified as biomedical errors (3).

Decision-making errors can occur if clinicians do not
identify clinically essential information or do not correctly
incorporate essential information into the plan of care. In
a previous study (5), we developed and tested a method

for assessing physician propensity to make contextual or
biomedical errors in clinical encounters with standardized
patients. In this study, we applied that method in a
multicenter field experiment by using unannounced,
standardized patients to assess how well-experienced intet-
nal medicine physicians can probe for contextual and bio-
medical factors in response to hints (red flags) and incor-
porate their findings into the plan of care.
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Context

Understanding a patient's individual situation or context is
essential to planning appropriate care.

Contribution

In this study, standardized patients visited physicians, re-
ported a medical problem, and gave hints of contextual
and biomedical complicating factors. Their responses to
probing revealed no complicating condition or an underly-
ing contextual or biomedical issue (or both) that would
lead to management errors if overlooked. Physicians
probed fewer contextual than biomedical hints. They pro-
vided error-free care more often in the uncomplicated en-
counters (73%) than in the biomedically (38%), contextu-
ally (22%), or biomedically and contextually (9%)
complicated encounters.

Implication

High error rates may occur when physicians face compli-
cated situations that require attentiveness to individual
patient context.

—The Editors

METHODS

Eight actors were trained by the University of Illinois
at Chicago Dr. Allan L. and Mary L. Graham Clinical
Performance Center, a specialized facility for standardized
patient training and testing, with 2 actors (1 white, 1
black) assigned for each of 4 cases. The actors presented as
real patients and followed scripts that contained hints of
clinically significant biomedical or contextual issues that, if
confirmed, would be essential to address to avoid error.
The only way a physician could know whether the hints
were clinically significant was to recognize them as red flags
that warranted follow-up and probe for additional infor-
mation. A video describing the study methods is available
at www.annals.org,

We designed our study to track whether biomedical or
contextual errors occurred because of a physician’s failure
either to notice the hints or to incorporate what they had
heard into the plan of care. We also sought to explore
potential predictors of error, including physician demo-
graphic characteristics, such as practice experience; visit
characteristics, such as time spent with a patient; and 1
patient characteristic—whether the actor was black or
white.

During the consent process, we informed the
physician-participants that this was a study of “decision
making” and that up to 4 incognito standardized patients
would visit them over the next 18 months and surrepti-
tiously make audio recordings of each encounter. Actors
were entered into the scheduling system as actual patients.
All visits occurred between April 2007 and April 2009.
The institutional review boards of the University of Illinois

70|20 July 20]0' Annals of bncernal Mad lZiI'.l:lVOI'Ll!TIt 153 » Number 2

ywnloaded From: http://annals.org/ by a Duke Medical Library User on 04/19/2013

at Chicago, the Jesse Brown Veterans Affairs Medical Cen-
ter, and all site affiliates approved the study.

Physician Sample

We approached 152 attending physicians in primary
care internal medicine at 14 practice locations, including 2
medical center—based academic clinics, 2 community-
based groups with multiple sites, a core safety net provider,
and 3 large primary care facilities within the U.S. Depart-
ment of Veterans Affairs (VA) system, situated in 2 met-
ropolitan areas. After each encounter, a copy of the physi-
cian’s note was forwarded to the project team, and we then
contacted participants by e-mail and asked whether they
believed the patient had been real or an actor (6).

Case Scenarios

Each case had 4 variants: uncomplicated, biomedically
complex, contextually complex, or both biomedically and
contextually complex. Each actor was trained to present all
variants of a case and instructed on which one to enact on
any given visit.

At the beginning of any variant, the actor presented a
baseline story that suggested a common ambulatory condi-
tion that warrants pursuing a standard evaluation or treat-
ment. For example, one case involves a man, aged 42 years,
with long-standing asthma that has worsened recently de-
spite the prescription of a low-dose inhaled glucocorticoid
(video available at www.annals.org). With no other clini-
cally relevant information, appropriate care would include
intensifying the treatment (for example, by prescribing a
higher dose of medication) or adding a second agent, such
as a long-acting B-agonist.

In addition to the baseline story, the actor also men-
tions both a biomedical and a contextual red Hag, cach
suggesting a more complex presentation that requires an
alternative approach to care. For the biomedical red flag in
the asthma case, the actor says, “Sometimes I wake up
wheezing or coughing at night,” which suggests that his
worsening asthma is due to the onset of gastroesophageal
reflux symptoms. This red flag is intended to prompt the
physician to probe further on whether confirmatory symp-
toms of reflux are present, including heartburn; hoarseness;
cough; or increased symptoms after large, fatty meals. For
the contextual red flag, the actor says, “Things have been
tough since I lost my job,” which suggests that his symp-
toms are worsening because he cannot pay for medications.
This red flag is intended to prompt the physician to probe
further on whether the patient has become medically indi-
gent and cannot adhere to the prescribed pharmacother-
apy. The Appendix Table, available at www.annals.org,
provides an overview of each of the 4 cases and their bio-
medical and contextual red fags.

For the uncomplicated version of each case, if the phy-
sician attempts to elicit more information about either red
flag, the actor provides reassurance that the complicating
condition is not present. In the asthma example, questions

www.annals.org
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about reflux yield a negative review of symptoms. The in-
tended conclusion is that the patient does not have reflux,
only nocturnal symptoms related to poorly controlled
asthma. Questions about possible loss of health insurance
yield a reassuring response that the patient is covered by his
wife’s plan and is not having difficulty affording his med-
ications as prescribed.

In the biomedical variant, elicitation yields confirma-
tory evidence of the complicating biomedical condition:
The patient reports having sufficient symptoms of gastro-
esophageal reflux disease to warrant a management plan for
that condition. In the contextual variant, elicitation yields
confirmation from the patient that he cannot take his med-
ication daily because of the cost, which indicates that in-
structions to take a higher dosage or more medication
would not be effective or appropriate. In the combined
biomedical and contextual variant, probing for each red
flag is rewarded with the clinically significant information.
For these complicated case variants, failure to attend to any
relevant underlying biomedical or contextual issue that the
patient presents constitutes inappropriate care {or error) for
that variant.

Our criteria for appropriate versus inappropriate care
for the uncomplicated and biomedically complex variants
reflect current standards of care. For example, we based our
criteria for inadequately controlled asthma that warrants
intervention on international guidelines (7). We developed
our criteria for appropriate versus inappropriate care for
the contextually complex variants on the basis of an itera-
tive process that involved 16 experienced internal medicine
primary care physicians who were not part of the study
population. We randomly assigned them to review scripts
independently until each physician agreed with all the oth-
ers who reviewed the same case variant and disagreed with
those who reviewed different variants of the same case re-
garding appropriate management, when all contextual in-
formation was revealed. We considered a case to be a valid
instrument for assessing physician performance when in-
cluding the contextual information was certain to prompta
sample of Board-certified physicians to recommend non-
baseline care (5).

The Appendix Table illustrates the errors that would
result from continuing to provide baseline care in the set-
ting of a biomedically or contextually complicated variant.
For example, not treating the patient with asthma for gas-
troesophageal reflux disease despite 4 symptoms of the con-
dition would constitute a biomedical error. Similarly, rec-
ommending increased dosages of asthma medication
despite 4 indicators that the patient cannot afford his
current therapy would constitute a contextual error. The
Appendix Table also summarizes baseline errors that oc-
curred, such as taking no action to address inadequately
controlled asthma in the baseline version of that case; such
errors were relatively uncommon.

www.annals.org
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Allocation and Outcomes Assessments

We used an incomplete randomized block design.
Physicians were assigned by computer-generated random
number to 1 of 16 permuted blocks that combined 4 cases
and variants in a partial factorial arrangement, so that each
physician was assigned to receive 1 of each of the 4 cases
with a different variant in each (a total of 4 visits per
physician). To reduce suspicion, we typically scheduled the
first visit for several months after a physician was enrolled.
We scheduled the remaining visits over approximately 1
year on the basis of appointment availability.

We report 2 primary outcomes: success or failure to
probe contextual or biomedical red flags and success or
failure to implement the appropriate care plan for the case
variant. We also assessed the costs of errors (dara not
shown).

Trained coders used checklists to score the probing
from the audio recordings of the encounters. The coders
also audited the actor’s portrayal to ensure that scripts were
precisely followed. Physicians were given credit for probing
with either closed or open-ended questions in response to
red flags. For example, when the patient with pootly con-
trolled asthma volunteered that “Things have been tough
since | lost my job,” a physician would get credit for either
“Are you having trouble affording your medications now?”
or “How has it been tough for you?” but not for “I'm sorry
to hear that.”

The care plan was scored from the physician’s note (or
from his or her recorded statement of the plan of care to
the patient when the note was unavailable), again by coders
who used a checklist and were blinded to the case variant—
although the variant could be inferred when physicians
correctly adapted their care plan to the case variant. We
predefined the criteria for appropriate care as avoiding par-
ticular errors (Appendix Table).

We sent physicians questionnaires to collect data on
potential predictors of physician performance, including
age, race, sex, medical school location (United States, Can-
ada, or other), previous formal communication training
(yes or no), years since residency, and number of half-days
of clinical time. We sent the questionnaires after each phy-
sician’s final completion of study visits. For all visits, total
and face-to-face times were documented, as was actor eth-
nicity and physician—actor concordance of ethnicity (when
physicians provided demographic data).

Statistical Analysis

We compared rates of probing of contextual and bio-
medical red flags across cases by using the McNemar test of
correlated proportions, with particular attention to the un-
complicated baseline variant. We compared the proportion
of correct treatment plans among uncomplicated, biomedi-
cally complicated, contextually complicated, and combined
biomedically and contextually complicated variants by us-
ing chi-square tests. On the basis of pilot studies, we de-
termined that a sample size of 52 physicians would provide
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