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internal and external guidelines/procedures/recommendations/equipment,
staying attuned to possible conflicts and/or redundancies between sections; and

4) Improve internal coordination and communication with PLMS, especially
related to specimen testing that crosses sequentially between sections.

B. Patient test results for HIV at the Miami VAMC since October 2015

The VA report did not substantiate the allegation that patients received inaccurate
diagnoses. The investigation identified eight instances of discordant results® during the
timeframe between October 2015, when the Chemistry Section transitioned to fourth
generation HIV screening, and October 2016, when the Miami VAMC began sending
samples to Quest Diagnostics for confirmatory testing.” In one of the eight cases, the
patient was deemed by his provider to be “high-risk,” and his sample was subjected to
more precise testing. Ultimately, it was determined that he was HIV infected and he
commenced treatment. In another case, the Miami VAMC repeatedly attempted to
contact a veteran with discordant results. Eventually, the veteran returned for repeat
testing, tested positive for HIV, and commenced treatment. The remaining six veterans
with discordant results returned to the Miami VAMC for retesting and tested negative.
The investigation further determined that the Miami VAMC has a policy outlining
reporting and referral requirements for newly-diagnosed HIV patients, as well as a policy
on notification in the case of positive or inconsistent results.

C. Miami VAMC management officials’ response to Mr. Miguel’s concerns
regarding noncompliance with Directive 1113

The VA report did not substantiate the allegation that Miami VAMC management
officials ignored Mr. Miguel’s repeated concerns regarding noncompliance with
Directive 1113. According to the report, the investigative team reviewed the minutes
from the PLMS Chemistry Section monthly meetings from September 3, 2015, through
June 2016. The review found no discussion about changes to the HIV screening process
or concerns about confirmatory testing. According to the report, in response to questions
regarding when she became aware of Mr. Miguel’s concerns about HIV testing, Dr.
I stotcd that the issue was discussed at a November 5, 2015 meeting. It was at
this meeting that the chief, ID & HIV, the facility’s subject matter expert, approved the
use of the alternative testing sequence. There is no indication that Dr. || took
any action because of this discussion.

The chief of staff testified that he became aware of concerns about the HIV
confirmatory testing following inquiries from the OIG and White House. The chief of

6 Discordant results occur when initial test results differ from subsequent confirmatory test results.

7 A review of the timeline suggests that the decision to forward samples to Quest Diagnostics for
confirmatory testing was precipitated by OSC’s communication to VA management regarding the serious
health and safety concerns brought to our attention by Mr. Miguel.
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staff indicated that he notified the facility director of the HIV testing concerns on or
about June 14, 2016. However, there is no indication that anyone took action regarding
these concerns until Mr. Miguel hand-delivered documents related to this issue to the
director on June 30, 2016. According to the report, that same day, the director instructed
the chief of staff to ask the medical director, Infection Control, to investigate the
confirmatory HIV testing issue.

III. The Whistleblower’s Comments

Mr. Miguel asserted that he has been retaliated against because of his disclosures
regarding HIV testing at the Miami VAMC. Mr. Miguel stated that he met with Dr.
on November 20, 2015 at what was described as a “Behavior Evaluation” and
directed “to mind [his] own business.” According to Mr. Miguel, at the same meeting,
Dr. refused to discuss the fact that Directive 1113 mandated that in her
capacity as the chief of PLMS, she was responsible for implementing the new
recommended testing procedures. Mr. Miguel explained that he persisted in reporting this
problem knowing he would be retaliated against, and “escalated” the matter outside the
Miami VAMC in the hope that the issues would eventually be addressed. According to
Mr. Miguel, Miami VAMC management took no action in response to his repeated
complaints until after they became aware that he took his disclosures outside the VA.

With respect to the first allegation, Mr. Miguel objected to the agency’s
interpretation of Directive 1113 as mandating that local policies rather than revised
testing procedures be implemented within one year of issuance of the directive. Mr.
Miguel asserted that there was “no coordination, guidance, or plan for implementation by
the chief of PLMS” prior to his disclosures outside the Miami VAMC. Mr. Miguel
deemed it “remarkable” that Dr. |} defended herself by claiming ignorance of
her responsibilities under Directive 1113, and denying knowledge of the CDC
recommendations. Further, Mr. Miguel was incredulous about Dr. ||l s attempts
to deflect responsibility by suggesting that Mr. Miguel was remiss in not bring the
mandates of the directive to her attention.

With respect to the report’s contention that the SIS used ORAQUICK tests to
capture HIV-2 infections missed by the Western Blot on patients with discordant results,
Mr. Miguel indicated that the agency report was the first time he was informed about the
use of ORAQUICK. Describing the agency’s assertion as “dubious,” Mr. Miguel
indicated that he never saw a log recording ORAQUICK results or any reference to
ORAQUICK tests in any patients’ records. In addition, Mr. Miguel asserted that, over a
period of months, he and the SIS supervisor exchanged emails regarding HIV testing and
the new CDC recommendations, and the SIS supervisor never mentioned the use of
ORAQUICK testing. Finally, Mr. Miguel noted that the Food and Drug Administration
has not approved the ORAQUICK test as an HIV supplemental test. Its use by SIS,
therefore, even if verifiable, would not have met CDC’s recommendations.
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Mr. Miguel deemed the report’s finding that Miami VAMC management ignored
his repeated concerns regarding the facility’s noncompliance with Directive 1113 was not
substantiated as “demonstrably false.” Mr. Miguel indicated that he explicitly stated this
to Dr. |l and her CMT “on multiple occasions in October and November 2015.”
His persistence in bringing this matter to Dr. |l s attention culminated in her
directing him “to mind [his] own business” during a November 20, 2015 meeting. Mr.
Miguel characterized the VA’s finding that he did not repeatedly express concerns about
the noncompliance with Directive 1113 as “absurd.” In conclusion, Mr, Miguel reiterated
that the Miami VAMC finally modified their policies and procedures only after he
disclosed the issue outside the facility in May 2016.

IV.  Special Counsel’s Findings and Conclusions

I have reviewed the original disclosure, the agency report, and Mr. Miguel’s
comments and have determined that the agency’s report contains the information required
by statute. However, the report’s findings do not appear reasonable. The available
information establishes that Miami VAMC officials failed to respond to Mr. Miguel’s
concerns until after Mr. Miguel filed his disclosure with OSC in May 2016 and hand-
delivered his disclosure to Miami VAMC Director [} on June 30, 2016. I am
incredulous that compliance with Directive 1113 and implementation of fourth generation
HIV testing occurred only after Mr. Miguel’s disclosures and OSC’s intercession.

Although the HIV testing issues affected a small percentage of those tested at the
Miami VAMC and OSC has not been made aware of similar problems at other VA
facilities, I strongly encourage the VA to take immediate action to ensure that every
facility throughout the VA-network is in compliance with Directive 1113. To this end, I
have asked Secretary Shulkin to query VA facilities nationwide regarding this extremely
important patient and public health and safety concern and report back to me regarding
the results within 30-days. I thank Mr. Miguel for bringing this matter to OSC’s attention
and commend him for his dedication to the health and well-being of our veterans.

As required by 5 U.S.C. § 1213(e)(3), I have sent copies of this letter, the agency
report, and Mr. Miguel’s comments to the Chairmen and Ranking Members of the Senate
and House Committees on Veterans Affairs. I have also filed a copy of this letter, the
redacted agency report, and Mr. Miguel’s comments in our public file, which is available
online at www.osc.gov, and closed the matter.

Respectfully,

gL

Henry J. Kerner
Special Counsel
Enclosures





