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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
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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.


























































































