
Mr. Roman Miguel 

11317 SW 74th Terr. 

Miami, FL 33173 

Ms. Lynn Alexander 

U.S. Office of Special Counsel 

1730 M Street N.W. 

Suite 218 

Washington, D.C. 20036-4505 

Dear Ms. Alexander: 

March 23, 2Q17 

Amended Comments (October 17, 2017) 

I am responding to your January 27, 2017 letter and to the report you received from Department of 

Veterans Affairs (VA) Acting Chief of Staff Gina Farrisee. The VA's report is littered with falsehoods and 

inaccuracies meant to protect Miami VA management, so I appreciate the opportunity to provide my 

comments and to address the evidence, findings, and conclusions presented in the agency report. 

As background, I submitted a completed copy of OSC Form 12 in May 14, 2016 disclosing (1) that Miami 

VA's was failing to comply with HIV testing procedures mandated by VA Directive 1113 and 

recommended by CDC Recommendations, Laboratory Testing for the Diagnosis of HIV Infection (June 27, 

2014) at the time.of my disclosure; (2) that certain patients may have received inaccurate diagnoses that 

VA Directive 1113 and the CDC Recommendations were designed to prevent; and (3) that Miami VAMC 

management ignored my concerns regarding HIV-testing compliance. I have also alleged retaliation for 

my whistleblowing in a separate complaint with the Office of Specia l Counsel. While the report does not 

address the subject, the retaliation has worsened over the past year after this and subsequent 

disclosures regarding management engaging in prohibited personnel practices, fraud, waste, and abuse. 

While the VA and its investigators maintain they do not want to consider the retaliatory behavior of 

management in their investigation of the allegations contained in the report, they made it relevant by 

including facts that would appear to have no explanation to the reader. For example, the report 

mentions meeting minutes from September 3, 2015 to suggest that I never raised concerns regard ing 

confirmatory testing in meetings with my employees. However, the Chemistry section is not responsible 

for confirmatory testing of HIV; rather, the section is responsible for screening. I chose the Architect 

ilOOO because we already owned the equipment and because it does the required 4th-generation HIV 
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screening. My concerns about the confirmatory testing since October 2015 are well documented in my 

communications with PLMS management. 

What the report omits is any mention of the retaliatory hostile work environment that I and others 

endure and the consequences we face when we blow the whistle on management. That section of the 

VA's report also omits mention of the November 20, 2015 meeting the Chief of PLMS called a "Behavior 

Evaluation". At that meeting, the Chief of PLMS ordered me to mind my own business and to leave the 

issue of confirmatory HIV-testing alone and refused to address the fact that the VA Directive mandated 

that she is responsible for implementing the new recommended algorithm. Implementing the CDC's 

Recommendations is the Chief's responsibility, not mine. One part of me knew that management would 

retaliate if I continued to speak up after that meeting and another part hoped that the Chief of PLMS 

would address the issue. I escalated my concerns outside of the Miami VA because I was concerned that 

the laboratory was past the deadline and still not following the CDC's ·recommendations. I had hoped 

my disclosures would help to address the issue, and they eventually did. In fact, all of the actions taken 

by management to address the confirmatory-testing issues happened after they learned of my 

disclosures. 

The retaliation I have faced since my outside disclosures also reflect the intransigence of PLMS 

Management. A couple of examples: When PLMS Management was scrambling to address the issue 

after being informed that I had disclosed outside of the facility, the SIS Supervisor told me that all this 

mess was my fault because I spoke up. The Chief of PLMS attempted to dump the .fill.of the 

responsibilities of HIV-testing onto me and prevent me from delegating any responsibilities to my staff 

even though I am a supervisor. Around the same time, the Chief of PLMS overrode my selection of a 

lead technologist. My unit had to function for months afterward without a lead technologist. 

There are too many falsehoods and errors to address them all in this letter, but I will do my best to 

address a few of the major ones below. There are numerous emails that contradict management's 

asserted reasons for their failure to comply with different parts of the recommendations. There are also 

numerous emails that contradict management's assertions regarding their knowledge of budgeting, 
' 

equipment procurement, and chan~es to testing. 
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Allegation 1-The Miami VA's procedures for conducting HIV testing were not in compliance with VHA 

Directive 1113. 

At the outset, the whistleblower disagrees with the VA's interpretation of VHA Directive 1113 about the 

·due date for implem·entation of the CDC's Recommendations. The Transmittal Sheet is clear: 

"This Directive updates VHA policy on HIV testing and responsibilities of the program office, 

Medical Facility Directors, Laboratory Directors, and HIV Lead Clinicians: removes the 

requirement for providing written educational material at the time of HIV testing: establishes a 

time frame for written local HIV Testing Policies to be implemented within 1 year after 

publication of this Directive, and updates the description of high-risk behaviors." 

The VA, on the other hand, erroneously states the following in its report: 

"The Directive does not specifically outline laboratory procedures for HIV screening, but 

references ensuring the availability HIV testing assays that meet current CDC recommendations. 

There was no required date for implementation of the new CDC algorithm." 

According to the Directive, the Facility Laboratory Director (here, the Chief of PLMS) is responsible for 

the following: 

(1) Ensuring procedures are in place for the timely performance of initial HIV testing and 

confirmatory reflex testing if necessary 

(2) Ensuring availability of HIV testing assays that meet current CDC recommendations 

On page 5 of the report, the VA admits that the Chief of PLMS (Director, PLMS) as the person named 

responsble for (2) in the HSPM published on October 2015. 

In order to implement the CDC recommendations and ensure the procedures were in place for HIV 

testing, the Chief of PLMS would have had to identify the tests available in the laboratory, evaluate the 

new requirements, coordinate between the units performing testing, develop a plan and strategy to 

comply with the new requirements (i_ncluding introducing new, compliant tests or outsourcing those 

that could not be performed in-house), and develop a new written protocol to have all the necessary 

parties involved and informed. 
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There was no coordination, guidance, or plan for implementation by the Chief of PLMS before my 

disclosure outside of the facility. Even though the the Directive outlines her responsibilities, the Chief of 

PLMS defends her faliure to meet those obligations by claiming she was unaware of the changes in CDC 

recommendations despite clear language in the VHA Directive. She also denies that I told her of my 

concerns, as if to suggest that was necessary to trigger her responsibilities. The Directive triggered 

those responsibilities. Moreover,· as 'discussed below under Allegation 3, her denials are untrue - I told 

her on several occasions, including in emails where I sent her the CDC Recommendations and the 

Directive. At the very least, this shows that the Chief of PLMS was not meeting her obligations and is 

willing to deny having information that I provided to her in order to avoid taking responsibility. It is 

remarkable that the Chief of PLMS would defend herself by claiming ignorance of her responsbilities 

under the VHA Directive and denying knowledge of the CDC recommendations referenced in the 

Directive. The Directive explicitly refers to the implementation of CDC Recommendations. To do so 

despite my efforts and emails is more than remarkable and neglects culpable knowledge on her part. 

It is unreasonable and irresponsible for the VA to imply wmpliance by simply pointing to a VISN-wide 

contract without delineating a new protocol to comply with the VHA Directive or the appropriate tests 

for coordination between the Chemistry and SIS Units. 

The Chemistry unit of the PLMS laboratory was responsible for the screening testing for HIV and 

Hepatitis. SIS was responsible for all confirmatory ~esting of HIV-positive screening results. On page 4, 

the SIS Supervisor alleges that SIS began running NATs for discordant samples to validate the WB results. 

The report fails to provide a date for when this practice allegedly began. I am unaware of any NATs for 

discordant samples before July 2016, because serum was the only type of sample that the Chemistry 

Unit provided to the SIS unit. The SIS Supervisor had personally stated to me that he could only run viral 

loads on EDTA samples, not in serum. This contradicts the SIS Supervisor's explanation that they began 

running NATs for discordant samples, because Chemistry did not provide SIS with EDTA samples before 

July 2016. Furthermore, the VA admits this so-called "alternative" process was not formalized in written 

policy on page 4. This is significant because the report reflects that the Medical Center only put an 

"alternate testing practice" in writing adding the NAT after I disclosed the VA's non-compliance to the 

OSC, the OIG, and the White House. NAT testing, however, is currently being outsourced to Quest 

Diagnostics. 

The report concludes on page 8 that the October 2015 HSPM "contained the required sections that 

complied with the Directive." This is not supported by the evidence. The October 2015 HSPM outlined 
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a two-step procedure: (1) initial testing by screening EIA, and if positive, (2) confirmed by Western Blot 

(WB). This procedure does not rneet the CDC's recommendations, which were published in June 2014. 

On page 3 of the report, the VA provides the 3-step algorithm the Directive and the CDC 

Recommendations require: 

The algorithm recommends that laboratories [1] conduct initial testing for HIV with a Food and 

Drug Administration (FDA)-approved antigen/antibody combination (4th generation) 

immunoassay that detects both HIV-1 and HIV-2 antibodies for established infection, and HIV-1 

p24 antigen to screen for acute infection wittJ HIV-1. If the results of this screening test are 

reactive, CDC recommends [2] additional testing with an FDA-approved antibody immunoassay 

that differentiates HIV-1 antibodies from HIV-2 antibodies. Specimens that are initially reactive 

on the screening test (HIV-1/HIV-2 antibody and p24 HIV antigen) and nonreactive or 

indeterminate on the confirmatory test (HIV-1/HIV-2 antibody differentiation immunoassay), [3] 

should be tested with an FDA-approved HIV-1 nucleic acid test (NAT). 

Western Blot does not meet the recommendations as a confirmatory test for step-2, because it does not 

differentiate between HIV-1 and HIV-2 antibodies. Remarkably, the Chief of ID & RIV admits that he had 

not read the CDC's Recommendations before writing the HSPM. 

To my knowledge and belief, the VAMC did not actively pursue any solutions to the non-compliant 

confirmatory testing until July 2016, after I disclosed the issue outside of the facility. Significantly, the 

VHA D.irective requires compliance with CDC Recommendations, not compliance with "alternatives" to 

CDC Recommendations. Even ifthe alternatives were "recommended", the SIS Section's use of the 

Western Blot as the second test in the algorithm instead of the HIV-1/HIV-2 antibody differentiation 

immunoassay would have required NAT testing. As I indicated abo.ve, NAT testing was not done prior to 

my disclosures outside of the facility and was not a step In the facility's written protocol. Moreover, 

reading the report was the first time I learned that SIS allegedly used ORAQU ICK tests on patients with 

discordant results after I told the SIS Supervisor the WB confirmatory test did not align with CDC 

recommendations. I have never seen a log of ORAQUICK results or confirmatory·ORAQUICK results 

reported in a patient's records. The SIS Supervisor had months of emails throughout 2016 where he 

could have told me that he was using ORAQUICK as a confirmatory test, but he did not. The CDC 

recommends reporting all assays that were used, the results of each assay, the interpretation of the 

results, and, where alternatives to the recommended assays or algorithm sequence were used, the 

assays that were used and limitations of these tests compared with the recommended algorithm. To my 
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knowledge, this was done neither with ORAQUICK nor with NAT. Therefore, the VA's claims that they 

were implementing those additional tests outside of the written protocol are dubious, to say the least. 

To make matters worse, the ORAQUICK test is not an FDA-approved HIV supplemental test, and 

therefore, would not have met the CDC's Recommendations. 

These facts illustrate deficiencies in the conclusions for Allegation 1. Those conclusions also fail to bring 

home management's responsibility for these deficiencies and staffing vacancies. 

Allegation 2 - Pat ients who were tested for HIV at the Miami VAMC since October 2015 may have 

received inaccurate diagnosis. 

After my disclosures were r.nade outside of the VAMC, the facility believed it was necessary to recall 8 

patients where confirmatory testing was not performed according to CDC Recommendations. I am 

aware of a high-risk patient that was screened and NAT tested at the same time at the practitioner's 

request. For the sake of illustrating my concerns, imagine that this same patient was sent for HIV 

screening but the practitioner had not requested NAT testing simultaneously. The patient sample could 

have had a 4th generation positive screening, and quite possibly an HIV-1 WB negative (and even a 

negative ORAQUICK result). In this scenario, it is possible that the patient could have been reported as 

negative by the faci lity, because NAT testing was not a part of the facility's officia l written protocol as 

admitted in the report. Therefore, the facility could fail to identify an early-stage HIV-1 patient during 

the most infectious period and, consequently, the patient would not receive timely treatment. In this 

hypothetical scenario, the patient would be put at risk because the confirmatory testing did not meet 

recommendations and the opportunity for a diagnosis will be missed. This was the reason for the CDC's 

Recommendations and was at the core of my concern for patients tested prior to my disclosures outside 

the facility. 

As the Chemistry Supervisor in PLMS and as a healthcare professional, I fully understand that HIV is an 

infectious disease that should be approached seriously and to the best of the facility's ability. The VAMC 

owes the veterans the best treatm~nt and testing available to us. I believe we have responsibility to 

look out for the patient's interests and to provide them with the best possible treatment and diagnostic 

tools available. I spoke up because my superiors were neglecting their duties and not meeting testing 

requirements. It is concerning how the VA's report downplays the possibility of inaccurate results 

before July 2016 when the CDC Recommendations were not followed, yet the facility felt the need to 

recall 8 discordant cases. 
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At the time of my disclosures, I perceived no attempts by the Chief of PLMS or her CMT to correct the 

issues related to HIV confirmatory testing. Through a GD review for HIV and Hepatitis, I saw that some 

4th-generation positive screenings were reported as negative after confirmatory testing using Western 

Blot. Despite my attempts and discussion related to the CDC Recommended algorithm from October 

through November 2015, I could see that the CDC Recommendations would not be properly 

implemented by the deadline imposed by the VHA Directive. 

Again, all of management's attempts to correct the deficiencies were made after I made my 

whistleblower disclosures outside the facility. 

Given these facts the conclusions of Allegation 2 ignore management's failure to timely act and the 

consequences of that inaction. 

Allegation 3 - Miami VAMC management officials ignored my repeatedly expressed concerns 

regarding the facility's noncompliance with Directive 1113 and continued use of outdated HIV testing. 

Firstly, the report concludes on page 13 that I did not provide expressed concerns about noncompliance 

with VHA Directive 1113. This is demonstrably false. My concerns were expressed specifically to the 

Chief of PLMS and her CMT via email and in person on multiple occasions in October and November 

2015 prior to the Chief of PLMS telling me to mind my own business on November 20, 2015. I am 

enclosing a few email strings as examples. On October 28, 2015 I sent an email to the Chief of PLMS for 

her review and cc'd the CMT. That email contains the following passage: "Besides that, this was part of 

the latest recommendation by the Center for Disease Control and Prevention (CDC) in conjunction with 

the Association of Public Health Laboratories (APHL) published on June 27, 2014 (see attached updated 

recommendations file). I believe that our testing protocol needs to be adapted to the new proposed 

algorithms. We will like to have a meeting with all the stakeholders to re-define our reporting protocols 

and tests to comply with the new demands." Also on October 28, 2015 I sent the Chief of PLMS (cc'd 

CMT) another email attaching the CDC's recommended algorithm in a pdf file. When she responded "I 

will not review pdf files - I have said so before," I sent her the CDC Recommended Algorithm in Word 

Format. In an email sent to all of the clinical laboratory supervisors nationwide on November 5, 2015, I 

asked how other facilities were handling discordant results. I forwarded the responses I received from 

the group to the Chief of PLMS. To my dismay, the Chief dismissed my concerns in her response: "Thank 

you. So far for the calendar year, we have only had 53 positive screen tests." Her response CC'd the SIS 

Supervisor and the CMT. At a meeting with the Chief of PLMS, Chief of ID & HIV, and Medical Director of 
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IC, I distributed a copy of the recommended algorithm from the CDC Recommendations. In an email 

sent to t~e Chief PLMS on November 9, 2015 CC'd to the SIS Supervisor and the CMT I stated the 

following: "We need to adjust to new req.uirements and follow VHA Directive 1113." There are other 

examples as well. 

It is absurd for the VA to have concluded that I did not provide repeated expressed concerns to 

management about noncompliance.with VHA Directive 1113 or the CDC's Recommendations and that I 

delayed reporting my concerns to the VAMC's leadership. The Chief of PLMS is undoubtedly part of 

management and a member oftheVAMC's leadership. Instead of responding to my concerns, the Chief 

of PLMS called me in for a "Behavior Evaluation" on November 20, 2015 and told me to "stick to my own 

business" when I again raised my concerns after I pointed out SIS confirmatory testing was not in 

compliance with the new testing requirements. Once I again, 'the VA only modified their policies and 

procedures in response to my disclosures outside of the facility in May 2016. Furthermore, it is 

inconceivable that the Chief of PLMS would choose not to carry out her responsibilities set forth in VHA 

Directive 1113 or implement the CDC recommendations without telling the Chief of Staff and the 

Director of the Hospital. 

Given these facts the conclusions for Allegation 3 are in key respects erroneous and seem to shift 

responsibility from an unresponsive management to an innocent whistleblower. 

Thank you for your attention to these matters. 
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Mlguel, Roman A. (MIAMI VA) 

Miguel, Roman A. (MIAMI VA) 
Wednesday, October 28. 201S 11:26 AM 
- (MiamiVA) 
- (MIAMl VA); Miguel, Roman A. (MIAMI VA) 

Dr. - , 

NEW HIV MEETING INVITATION 
cdc_23447 _DS1.pdf 

High 

Please review the contents of the below email before I send it to Dr.lllllllllland Dr.- . 
Thanks. 

On October 8111• we introduced the Architect HIV 1/2 Antibody/Antigen Combo from Abbott. This test identifies anti-HIV· 
1, anti-HIV-2 and p24 antigen (4th generation testing system). This would be an improvement compared to our previous 
screening test whfch only detected anti-HIV· 1, antl·HIV-2 . Besides that, this was part of the latest recommendation by 
the Centers for Disease Control and Prevention (CDC) In conjunction with the Association of Public Health Laboratories 
(APHL) published on June 2.,-., 2014 {see attached updated recommendations file). I believe that our testing protocol 
needs to be adapted to the new proposed algorfsms. 

We will like to have a meetin1 with all the stakeholders to re-define our reporting protocols and tests to comply with the 
- ew demands. 

Please provide us with a day and time to schedule this meeting. 

Thank you 

...... a. .Mlg,ul., M5 
Olemislry Depattment Supervisor 
Hillml VA Heallht:are 5),stBn1 
PIJJ.HS 

Phone (305) 324-4455 ext 4414 
Mobile phone: {786) Z!J9.1771 
Fax Number (30S) 575-7188 
E-mall: Roman,Higuel@ya,goy 

71115 e-maH Is lntmded only for the person or entity to which it Is addressed, and may aJntaln lnfonnation that Is 
prlv//eged confidential, or othtJrwls;e p,d:eclBd from d/sdosute. ~ distribution, or a,py/ng of this e-mail or the 
lnformatJon hen!ln by anyone other than the lnlBnded redplent(s) or for offidal intJemal YH4/VA business Is prohlb/tP.tJ. If 
you have ,'BCl!IK!d this e-mail In error, please notify the sender by reply e-mail, and destroy the original message and all 
a,ples 
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• .. ( C ,. 

Miguel, Roman A. (MIAMI VA) 

Frem: 
- ,tnt: 

ecr. 
Cc 
5ubject: 

Fallow Up Flag: 
. Flag Status: 

(Miami VA) 
Wednesday, October 28, 2015 3:16 PM 
Miguel, Roman A. (MIAMI VA) 
- (MIAMI VA); 
RE: Memorandum HIV 1_2 Combo 

Follow up 
Completed 

I will not review pdf files- I have said so before 

- !MV 
Cliief, 'PatliokJBY a:na £a.6oratqry :M.etltcine Service 
1Jruce W. Carter 'V Jl?tfC 
1201 NW 16" Street (113) 

:Miami, :f L 33125 
0 - 305-575-3158 

J' - 305-575-3222 
:M - 786-400-5068 

(Miami VA) 

------------------------ -----~----From: Miguel1 Roman A. (MIAMI VA) 
····~~ 28, 20159:49AM 

io: --- (Miami VA) 
CC: Miguel, Roman A. (MIAMI VA); 
Subject: Memorandum HIV L2 Combo 

Please review 

Thanks 

.w-a. .Mlp,,l, M5 
Chemistry Department Supervisor 
Miami VA lleilllhcate 5)lstem 
P&J..HS 

Phone (305) 324-4455 ext 4414 
MolJlle phone: (786) 199-lllJ 
Fa)( Number (3Q5) 575 .. 7JB8 
E-mtJH: Rgnan.M/!Juel@ya.goy 

MIAMI VA) 

This e-mail Is lntl¥Kled only for the pe,son or entily to which it Is addressed, and l1li1Y contain Information that is 
p,Mleged aJf1lldentJal, or otherwise proteaed fnJm di!Jdosure. Olssemlnatbn, distrfbutlDn, or t:op'//ng of this e-maH or the 
lnformat/oiJ. herein 'by anyone other than the lnll!nded redpJent(s) or for olfldal lntema/ IIH'/VA business Is prohlbltl!d. If 
you hBWJ reaJNBtJ this e-mail in em,r, please notify the sender by reply e-mail, and destroy the otiglna/ message and all 

- ~ 
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Department of 
Veterans Affairs 

IMU!: Wednesday, October 28th, 2015 
I 

From: Chief, Pathology & laboratory Medicine Service (113) 

Subj; Olanges to Hepatms and HIV T8$ting 

To: All Cinlc:al Service Oliefs 

Thr\l: 011ef of Staff ( 11) 

Memorandum 

1. As October 8th, 2015; P&L.MS changed the detedion system from Ortho-Olagnostics to Abbott 
Architect 11000 ror our Hepatitis and Human Immta'IOdeficiency ViM (HIV) testing. 

2. Toe new methOdology allows tor the detectiOn of p24 HIV antigen that was not available with the 
previous testing system. 

3. TIie Architect HIV "'J/Ab Combo assay principle Is ·a chemtlumineSCSlt mlaopartide 
lmmu,oassay (OUA) for the simultaneous qualltattYe detection of human lmmunodefic;ienty virus 
(HIV) ·p24 antigen and antibodies 1X> HIV type 1 (HIV·l group M and group O} and/or type 2 
(HIV-2) In human serum and plasma (EDTA and heparin}. 

4. Any poslttve re!d: will be referred tor mnflrmation as cxr protoa>I indicates. 

5. The specimen of choioe wm CX>ntinue tD be serum With or wlthQut separatnr, and the test 
availability rematn the same fn>m Morday to Friday from 8:00 am to 4:00 pm. 

6. A CDC Quick Reference Gulde for Laboraotry HIV testing Is provided. 

7. For addltlonal Information, please contad: Mr. Roman Miguel, Olemistry SUpervisor at extension 
+114. 

S, ftease disseminate this information In your Servioe. 

MD 

Cona.r: _ Yes _ No 

~ D 

CC Ub Manager (113) 
PatholQglsts (113) 
Olemistry SUpervisor (113) 
lab Jnfonnation Manager (113) 

Autolnall,d VA FORM 2105 



Recommended LabomDry HIV Telting Algortthm for Serum or Plasma Specimens 

HJV-112 antigen/antibody combination immUnoauay 

! 
IIV-1 (+) 

HIN(·) 

151 -- • 

I 

L 
(+) 

! 

tw.1 c-, 
fW.2 (+) 

tw.2alllbod-... 
dlladld 

(•) irdc161sr.:tiwtnt.-A 
(·) lndiclles11111...-.etestred 
NAT: nucliic acid liett 

I 
l 

(•) 
lllplwelar ... , ...... 2 

wlll:a•u andpMAa 

I 
tn-1 (+) 

JIM(+J 

ew . ...... 
dltllCtld 

1 
tw-1 (-)er hrl t rJ:• 

IW-2(-) 

1 
NV-1 NAT 

I 

I. Laboratories should conduct initial testing for HIV with an FDA-approved antigen/antibody 
combination immunoassay• that detects HIV-I and IUV-2 anb"bodi.cs and ffl.V -1 p24 antigen to test 
for established IBV • l or HI V-2 infection and for acute HN-1 infection. No further testing is rcquini!d 
for specimens that are nonreactive on 1he initial immunoassay. 

2. Specimens with a reactive antigen/antibody combination immunoassay result (or repeatedly reactive, if 
repeat testing is recommeodcd by the manufacturer or n,quired by regulatory authorities) should be 
tested w.idl an FDA-approved antibody immunoassay that diffeientiates HIV-l antibodies from IHV-2 
antibodies. Reactive results on 1he initial antigen/antibody combination immunoassay and the HlV­
llHIV-2 antibody differentiation immunoassay should be interpmed as positive for HIV-I uitibodies, 
HIV-2 antibodies, or HIV ant1"bodies, undifferentiated. 

l. Specimeos that are reactive on the initial antigenlanb"body combination immunoassay and nonreactive 
or indeterminate on the IDV-l/HIV-2 anuoody differentiation imnumoassay should be tested with an 
FDA-approved HJV-·I nucleic acid test (NAT). 

• A reactive HIV-I NAT result anct'nonreactive IDV-1/HIV-2 antibody differentiation 
immWI08SSa)' result indicates labondm:y evidence for acute JUV-1 infection. 

• A reactive lilV-1 NAT n::sult and tndefermiDate HIV•I/HIV-2 antibody differentiation 
immunoassay result iodicalcs the pll:SCDCC ofHIV-1 infection confumed by HIV-I NAT. 

• A negative HIV-I NAT result and nonreactive or indctcnnin$ HJV-1/HJV-2 antibody 
~ffermtiatioo immunoassay result indicates a false.positive result on the initial immunoassay. 

4. Laboratories should use this same testing algorithm, beginning with an antigen/antibody combination 
immunoassay, with serum or plasma specimens submitted for testing afti:r a reactive (preliminary 
positive) result from any rapid IDV tesL 

• Exception: Aa of .April 1014. do.ta are tn.n,fficient lo ~nd use of the FDA-approved single-we rapid HW­
JIRIV•l 0111lgenlan1#body combination~ a., the lnltlaJ auay in 1M algorithm. 

Quick Rcfercaoc Guide • Llbonltory Testing for the Diagnosis of HIV lnfed:ioo: Updated RecommeodaliGos 111DC 27, 2014 



Repo,tlng mub fntrn the HIV dllgnOlk titting llgorttllm ta peraon• ordering HIV telll 1nd public hadll authorttfa 

, .. ,.....,. , ....... Finl llltllpllbalon lorprovldwl'fPD'l TIit •.::::=::-• palllclllll!, 

1. HIV-1fl Ap)Ab combklllbn lnffltnoas.vt , . No!1reactive NegatlweforHN°1 lllllgerl nt HIV-tMIV-2 antibadlas. Rep)l1lng this leSI result is nol 
No latiorato,y evidence of HIV lnfiac::llon. If au HIV required. 
tleclfon ii auspeded, COftllder tes1ilg for HIV-1 RNA. 

1. HN-1/2 Ag/Ab conibtnllbn 1mmunoasuJ 1. Reectlve Parlllw for HIV· 1 anllbodlas. uboratay ellidence Report~ ... 1 and 2. 
2. H!V-1MIV-2 anlllody dlllinnlilllllon lmmunoasuy 2. HIV-1 reaat.18 111111 tlV-2 nauNCtlve cwlllanl wtlh est8lllllhed HIV-1 ntec:llon Is present. 

1. Hl\l-112 AgfAb contio 1nm,naasaay 1.Read!Ye PClSlhe fur HIV•2 and,bodlel. l.abmtoly Mlence of Report lat --.1 nl 2. 
2. HIV•11HIV-2 llltll0dy dlllenlnlat!on lllfflllOlllla, 2. HIV•1 nOIIIUdllle and HIV-2 rudlw HIV-2 lrNdion II pnisent. 

1. HIV· 112 NJ/Ab com>fnalion il'IIIJIIOaaalY 1. Real:IMt HIV a~bodlel W8f8 not confllmed Md HIV-1 RNA was Re,,ortng lflls l8St l9ll.llt Is not 
2. HIV·1~1V-2 anlbodydllreranlllllon lrmruloassay 2. Nonredve ot bldeletmlnallll ncl deelclld. No labondDry evldancedHIV-1 Wedlon. ,aqwed. 

3. HIV-1 RNA._ 3. RNA nol detected Folow~ l99lillg for HIV-2 sllrMd be pa,fbnned If 
clnic:at, lntbted. 

1, HIV.1 f2 fifd{Ab cnilnlliOn lmmunDISIIJ 1.Reec:INB PClll!lw for HlV-1, Laborllllry 9Wllltme IXIRalsilnt wllll Repwt Ille! r9&Ul8 1, 2, and 3. 
2. HIV-1HV-2 antibody Anttltiallon lrnnulolslay 2. Nomll:tiYe . aaa ttV-1 lnfeellon ts present. 

3. HIV-1 RNA assay 3. RNA detedlld 

1. HIV-112 Ag(AbCllfflblnlllcn lmt!wllOISWf. 1.RNCllva Pmllllle for HIV-1 ll1lbodllls. LaboralOly evidence ft Report llllat rasulla 1, 2, and 3. 
2. HIV-1.t!IV-2 antl)odydlffllfentiatkl hmNmolSsay 2. lndallnninn, HIV-1 lnfdon oonRmied by HIV-1 RNA. 
3. HIV-1 RNA asay 3. RNA dehdad 

1. HIV-112 NJ/l+b ccmblnalm lffllTlllnDe!SUI 1. Relcllve POllllw iot HIV 8111bodles. Llll>l:raby evldtr!at of HIV Report teat 18111111s 1 lllld 2. 
2, HIV-1itilV-2 a,,tlllody ~ lmmlllOMUY 2. HIV-1 aid HIV-2 IIIICtiYII lrnclion II pre!lll!ll tlV anllbadlel' COUid not bll 

dfferanlllled • HJV•1 or HIV-2. Addlllcnal testng for 
HIV• 1 RNA or HIV-2 RNA IIIOUld be pmbmed ii 
cllnlcalJ lndlcalad. 

1. HN• 112 Ag/Ab camlnllllm lrnmunoaaaay t. Readlve HIV• 1 flltibodlee were not CXltlftrmed Im HIV-1 Report test 11111118 1 and 2. 
2. HIV-1/HIV-2 anllJoltf dih'et1lallon Immunoassay 2. NorreactlYe or lndelennln81B RNA leetirig was not perfoffll8d. T•ting rA 1Ns specman 

Is I~ Folow-up i.tilg b' HIV an!lladles and 
HIV-1 RNA II AICOIINlllllded D IOOII S poullle. 

Abbreviations: Ag/AJJ, dgen/mtlbody; RNA. r1bonudelc add. 

Adaplad f'nlln Wm 8uldel/nes for~ on the Uat of a Nsw DlagnostJc Testfng Algorlhmfat Humstl JmmunodBlldency ·Vu (HIV) Infection. New Voit Slate 
oep.tmentof HeaD oo,:1twww.hplttm,w'"""'*~"*'"" dlap"9!fk; 1mti!a.pdf). 

Quidc. twcrence Ouide • LaboralOty Testing for the Diagnosis of HIV Infection: Updated Reoommendations JI.Ille 27, 2014 

•. 



Miguel. Roman A. (MIAMI VA) 

From: 
~ ,o: 

Cc: 
Subject: 
AttachnwHbi! 

Tradllng: 

,--­
( 

o..i.,y 

(Miami VA) DelMnd: 10/28/2015 3:20 PM 

(MIAMI VA) Delivefed; 10/28/2015 3:20 PM Reed: ll/2/2015 11:22 AM 

Miguel. Romlln A (MIAMI VA) Defivered: 10/28/2015 3:19 PM Read: 10/28/.2015 3:20 PM 

Here is the Word format, I sent the one in PDF because is the only way to send both document in one. 

!R..a a. .Mlfwt, .M11 
01emist1y Depa,tment Supe,visor 
Millml VA Healthcare Sym,n, 
P&J.MS 

Phone (305) 324--4455 ext 4414 
Nob/le phone: (786) ~1771 
Fax Number (3()5) 575-7188 

_ knail: Roman.Higuel@va.qoy 

This e-mail ls i1*nded only for the per.;on or entity ID whk:h It is addressed, and may a,ntain Information that is 
prMJegetl aJlllidenlial, or otherflise p,oteaed from dlsdasure. Dissemination, distribution, or copying of this e-mail or the 
Information ht!nin by BnJIOIJe other than tM intendt!Jd redpient(s) or for olfidal internal I/HA/VA business is prohibad If 
you hiwe received this IHl'IIJII in error, please notify the sender by reply e-mail, and destroy the original message and aN 
aJpies 

(Miami VA) 

I will not review pdf files - I have said so before 

-Cliief, 1'atfwCo9y antf Laboratory :Metiicine Service 
7lruce 1V. carter 'V .1l1tfC 
1201 .1{W 16"' Street (113) 

:M.iam~ :FL 33125 
-·- 0 - 305-575-3158 

:f - 305-575-3222 
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:M. - 786-400-5068 

From: Miguel, Roman A. (MIAMI VA) 
Sent: W~OdDber 28, 2015 9:49 AM 

- ,-o:-·J(MtamlVA) · 
C.c Mlguei, Roman A. (MIAMI VA); ~ (MIAMI VA) 
5ubject: Memorandum HIV 1_2 ~ 

Please review 

Thanks 

.... a. MipJ.. .M!I 
C7,emlstry Department Supervisor 
Miami VA HtNl!thalre System 
PaJ.MS 

Phone (305) 324-4455 ext 4414 
HolJlle phone: (786) 299-1771 
Fax Number (305) 575-7188 
E-ma/1: Roman.Migue/lwa,(IDV 

This e-ma/1 Is intended only for the petSOn or entity ID whJdl it Is addressett and may a,nt.afn lnlormallon that Is 
prlvl/eged conlidential, oi otherwise p,«et:tsd from dlsdosure. Dissemination, dlstrfbution, or copying of this e-mail or the 
lnfonnatJon herein by anyone other than the lntRnded ff!dplent(s) or for ollidal intemal I/HA/VA business is prohibited. If 
you have retaved this e-mail In error, please notify the sender by reply e-mail, and destroy the Olfglnal message and all 
copfeS 
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Roman Miguel 

From: 
Sent 
To: 
cc 
~ 

Tracking: 

Miguel, Roman A. (MIAMI VA) 
Thursday, November 05, 2015 11:59 AM 
VHAASH SPVRMEDTECHS 
Miguel, Roman A. (MIAMI VA) 
HIV 1/2 Supplemental tests 

Redpilnt 

VHAASH SPVRMEDTECHS 

Miguel. Roman A. (MIAMI VA) Delivered: 11/5/2015 11:59 AM 'Read: 11/5/2015 1:39 PM 

Hello evervon-=, we at Mia'111 VA are using a ~ ·Generation test to screen our patients for HIV. t wlll like to have a 
feedback for what supplemental tests ate you using to differentiate within HIV-1 ilntlbod.y and HIV-2 antibody, and also 
how are you handling when you have a HIV screening positive and the antibody supplefflt!ntal negatlve, are vau doing a 
p24 NATor a HlV viral Load. 

Thank you 

!RcMluu& a. .Migud., .M!1 
Chemistry Depa,tment Supervisor 
flliaml VA Healtlx:are SysterT, 
P&J.M$ 

Phone (305) 324-44SS ext iff 1.4 
Mob/le phone: ·(786) 299-tm 
FIIX Number (305) .57S-7188 
E-rnaH: :8<}mlJn.M/fpJel@mgov 

"1/s e-ma/1 ts Intended only for the person or entity m wh/¢ It ts add~ 811d may amtain lnfbrmalian that iS 
p!iV/legfJd, rQnfldentia/,. or otN!lwlse p,r;teded lrrJm dlsdosure. D/ss;f!minatbn, d/stlilJPtlon, or a,pytng of this e-maH or the 
tmorn,dfioo. llen1/n by anyone other than .,,,,, /nlended redplent(s) or ror ¢ffc/lJI inlemill WW'VA buf;lness ts pmhlbited. I( 
you h811e recelVed thise-ma/1;;, em,,;. piease notify the.sender by-,eply e-ma!I, anti destroy the IJlfglnsl l11e5Silfl8 and all 
aJf1{es 

1 



Roman Miguel 

From: 
hnt: 
To: 
Cc: 
Sublec:t: 

Tracking: 

FYI · 

.... 4 Ml,,,wl, Md 
Otemistry ~ Supervisor 
M/iaml VA Heallhalre S;stem 
.Pal.HS 

Phone (305) .324-4455 ext 4-f 14 
Hob/le phone: (786) 29!}-1771 
Fax Number (305) 575-7188 
£-maH: Roman;Migue/,@va;goy 

r 
{ 

Mtguel, Roman A. (MIAMI VA) 
Thursday, November OS, 201512:32 PM 

(Miami VA) 
Miguel, Roman A (MIAMI VA) 
Fw. HIV 1/2 Supplemental tests 

{Mlami VA) OelNel1!d: 11/5/2015 12:33 PM 

Miguel, Roman A., (MIAMI VA) Delivered: 11/5/2015 12:32 PM 

bid 

Re,ed: '11/6/2.015 6:56 AM 

Rud: 11/5/20151:38 PM 

This e-mail. is intenderlon/y for the pe!S(J/1 ·or entity t.o which it is addressed, arid may contain /ntom,ation that is 
ptfflleged ~tiilt or othet:Wlse pitJJ:Sded from dlst:/Osvre. D/ssf!m/~, di5tr:fbJJtlon, or copying r,f this~ or the 
.lnfrxmation hef1!ln by anyone other than the intended reclplent(s) or for- official intemal V,.W.VA business Is pmhlbited. If 
you have receA'ed this e-mail In~ please notify the sender by reply e-malt 811d destmy the qr/gif18l message and all 
a,ples 

... .... , .. .. - .. ... ....... ..... .. _.. •. ... ...... , , ..,._ ... ..... ,- ... , .- .. -•, ........ l .,. ,. .. ........ _ ,_ , , •• ••• •• • ... --.--I 0 0. --- · .... - - . . . ... O O 

From: 
Sent: ll'll11Sday, NOvember OS, 2015 12:14 PM 
To: Miguel, Roman A. (MIAMI VA) 
~ RE: HIV 1/2 SUp~I ~ 

Roman, 

At VA -Nastwll.le, TN, we use·Abbott HIV Combo to ~n and BioRad Ml.lltispot to differentiate. A unique ~ccessien is 
generated for the Multispot aft~r the pos screen is obtained. If we have a pos screen, but a neg Muttispot, we rep.art the 
results as such, but comment the M.ultlspot result: "follow-up RNA testing is recommended". The assumption is that 
there is an early Infection andior the positive is due to the P24 ag. however that ls not Included in the. Multisp'ot 
comment. 

• 
From: Mlguef, Roman A. (MIAMI VA) 
Sent: Thursday, November 85, 2015 10:59 AM 
To: VHAASH SPVRMEDTEOtS 

. . • y ' - · · . .. • .... ..... • ••. .- • · - - ••• _ ... - · .... . ... . -·- ··- - - .... ---- - - ,.. • . .. - - · . .... ..... .. .. 

1 



.... f ·"' 

Cc: MJguel, Roman A. (MIAMI VA) 
subject: HIV 1/2 Supplemental tests 

r 
I 

Hl!lfo everyone, we at Miami VA are using a 4th Generation "test to screen our patients fu.r HIV, I will like to have a 
feedbad( for what suppl~ntal tests are you using to differentiate within Htv-1 antibody and HIV-2 antibody, and also 
how are you. handling whet') you have a. HIV screening positive and the antibody supplemental n·e_gative, are you doing a 
p24 NAT or a HIV viral Load. 

Thank you 

Phone (30S) ~S5 ext 4414 
fflobile phot,e: (786) 199-1771 
Fax Number (305) 57S-7188 
finiltl· Roman:MJqueJ@va.gov 

This e-mail is 111.tJf!nded only fDr the.perso.,r« entity tD wit/di It is at:Jr!ressed, al,cl may cont,am infolmation tMt is 
p!tvilt!ged coiflil,entlal, or otherwise protected from discbsure. D/sslf:fninlltiOD, de;tri/JtJtltJn, or a,py/n!J cf th/$ e-ma/1 or the 
il1fonnlltkJn herein by anyone Ol1le.r than 'the intetJded ,edplent(s} or !iJ(·olfid;Jf lntl1mal '1fJVVA business. ls prohibited. Jf 
you l18lii! teceiVed this tHn1J11 In enor, p/ellse notify the $1/l1del' QY ,eJJ/y e-mail and destroy the original message and aH 
copies 

2 



Roman Miguel 

From: 
5-¢ 
To: 

Miguel, Roman A.. (MIAMI VA) 
Thursday, November 05, 201 S 12:33 PM 

Cc: 
Subjecl: 

Miguel, Roman A. (MIAMI VA);-- (MiiJrl)i VA) 
RE: HIV 1/2 Supplemental tests 

Tracking: 

Miguel, Roman A. (MIAMI VA) 

I {MlamiVA) 

Thank you very much. for you information. 

:RMICl4 a. .Mlfu,l, .Mg 
01emlsby Department SUpe,vlsor 
fttlflml VAHeilltnaire ~ 
PaJ.H5 

Phone (.3tJS) 324-HSS ext 4414 
Mobile phone: _(186) Z!/9-1771 
Fax.Nlim/Jer (30S) 575-7188 
~H: Roman.Hlguel@y.a.aov 

Dlllvwy 

Oellvereo: 11(5/2015 12:34 PM 

DeliYen!d: 11/5/201S 1M3 PM 

Def1Ye18d: 11/5/201512:34 PM 

Read 

Read: 11/SJ20151:09 PM 

Read: 11/5./.20151:38 PM 

This- fH11ild is liJtencted only for lhe-pe!50ll or entity ID w/1ic1t it Is~ 811d may con111/(I tnformatiOn. that ls 
prMleged a:Ji'Jfldentllll, or othelwl!;e_protected trr;,m dlsdosu,e, Dissem/lJatkJn., dlstributloi'I, or~ .of this IHMII or t/1(! 
infortn8tlon herein by anyrdle other than the ltiteJ1(led redplent(s) or tbroffldal inte!'f1!ll ~A business Is. prohibited, If 
you Mve "receiYed this e-m8H In. error, pleiJse f!(}tJfy t;he Sl;!/1del" by lf!f)ly e-m4/l; and deslro.y t1le orlgJn8I message /JfJd i1II 
a,plS . 

-- - r••J-• •- - . . .... - ......... ....... .. - .. . , . .. .. ,,.,,_o • ... ,o_,, M, ,,. ,...... OU~·· •0 ,0 ........ · · - -- , ............ ~ .. ··· -- ·-•"'; !• ....... ,,_.... ... - ............ ,- , .. .,. M ...... .. ..--.-... ..... ,,-, From·­Sant:0~05,201512:HPM 
To: Miguel, ~n A. (MIAMf VA} 
Qlbject! RE: HIV 1/2 Supplemental tests 

l\oman, 

At VA Nashville, TN, we use Abbott HIV Combo to screen and BioRad Multispot to differentiate. A unique accession is 
generated for tl:le Multispot after the pos screen is obtained. If we have. a pos screen~ but a neg Mu.ltlspot, we report the 
results as such, but comment the Multispot result: HfQllow-up RNA testing is recommendedn. The assumption is. that 
there is an earty infection and/or t.he positive is due to the P24 ag, however that ls not Included in the Multispot 
comment. 

• ······- .. --·•- •,,I•- ··- · ·--·-· --· •·- -~-- I,••~•• 'I ....... ......... . . . ,•, , ,, , ,, •• ~ · 0"00 '0- •••••••••-•• • o,,..,. L--- - ··· 0 - ....... ..... . .... ..... , ... . .. . . ••"-"•••••.-,•-•,H•• --- -· 

From: Mfguel, Rolnan A. (MIAMI VA) 
Sent: lhuf$day, November 05, 2015 10:59 AM 
To: VHAASH, st>VRMEDtEOts 

l 



ca Miguel, Roman A. (MIAMI VA) 
SUbjed: HIV 1/2 St,pplemental tests 

,-
1 

Hello ~rvone, we at Miami VA are using a 4111 Generation test to SCt"een our patients fot HIV, I wm U~e to have a 
feedback for what supplemental tests ate you using to differentiate within HlV-1 antibody and HIV-2 antlbody, and also 
how ate you handling when you hive a HIV screening pOsitiv.e and the antibody supPtemental negative, are you doing a 
1>24 NAT'ora HIVvlral Load. 

Than1cyou 

~ a. .M.lg,ul, .M1I 
01emlstiy:Dt!pa,pnent Supervisor 
Miami VA· He/J/tJK:Ste System 
P&LMS 

Phone (,305) .124-4455 ext 4414 
Mob/le phone: (78p) 299-1771 
Fax Nu,nbet (,1.05) 575-7188 
E-maP: RQhlB_q.Nigllf![@va.gov 

This e-mi1/l ls Intended only for the perscn or entity lD which It is addressed, and may contain Information t:lt8t is 
prMleged a:mfldentlot or otherwise proteclJed from dlsdosvre. Dissemln8tlon, distribution, or copying cf this e-rrm,7 or the 
infolma/ion herein by anyone other tmn the int.ended tedplent{s) or for otncial Internal ~A business Is prohlbita:I. If 
you have rea!lved this e-me17 in em:,r, p/eMe notify the sender by reply e-maH, and destroy the orfg/nal message and all 
copies 

2 
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.. 

Roman Mlguel 

From: 
Sent: 
T« 

Miguel, Roman A. (MIAMI VA) 
Thursday, November OS, 2015 1;10 PM 
- (ffi) 

r 

Cc 
~ 

Miguel, Roman A. (MIAMI VA); 
RE: HIV 1/2 Supplemental tests 

(Miami VA) 

~ Wvery 

-·· (STl.) Derlffi'ed: 11/5120151:10 PM 
Miguet,. Roman A (MIAMI VA) Delivered: 11/5/2015 1:10 PM 

- (Miami VA) De!M!l"ed: 11/5/20151:10 PM 

Rlld 

Read: 11/5/2015 1:14 PM 

Read: ,11s1201s 1~ PM 

Thank you. very helpful your information, have you seen the Geenius? I had a d~mo today by Bio-Rad. and seems to 
be very easy, and TAT Is around 45 minutes. I request a quote for information purposes. Will keep you posted. 

lLnmtia. """"'· .M..'J G1em/stJy Department $lqJerVlsof' 
Hiaml YA Healthcare .S)Qem 
P8d.HS 

Phone (305) 324-445S ext 4414 
Mob/le pbtjne: (186) 299-1771 
Fax Number (3()5) S7S-7188 
E-mail: R(KM(tH/JJuel@'(jl.gov 

711is e"f718/l ls intended only for .I/le person or-entity to which it is addmssed, and may CXJRl:i!ln lnformatloJ? that Is 
prMltsed con(k*1ntlal, or otllelwlse PrrJle!1Sd fmm disdosure. Dissem/natif)fi, dfstrtbtitk,n, rJr a,pying of this e-mail (Jr the 
in((Jrmatfon herein by.anyone other thqn the. intended-ref/plent(s) or fer olfida/lntlli'nlll 1.%VVA business is prohibited. If· 
you have mteJved this IH118fl In em:,r, please notify the sender by te/)ly e-mail and t;lestroy the prlgf/181 f1lf!SiSiJ98 ·and i1ll 
a,ples 

.... _ ·- . . . ..... ··-·--··" ··-· ..... .. " . . - -. -........... .. . ..... .....- . ... ... - ..... __ _ 

From=•••cm> Sent: fliu'isdiy, flcwember 05, 2015 12:38 PM 
To: Miguel, Roman A. (MIAMI VA) 
~ RE: HIV 112 5upp1emen1:ar tests 

We currentlv per.form the Multispot test from Bio Rad to confirm our 4th generation screens (on Abbott Architect), but 
8ioRad is discontinuing the Multispot product and promoting their new product the Gee.nius .H1V 1/2 Assay-which we 
will likely try to use, ,but it will have to go through contracting _,ecause it requires a reader and a c;:omputer. Currently if 
our Multispot a.ssay is negative or Invalid we sent to Quest for HIV PCR . 

... :MLS(.7lSC'PJm'. :M(.:ASCP!"' 
SUpervisofY Medlc;at Technologist 
St. Louis VAMC 
Office Phone: (314} 6S2-4100 ext. 5 -3140 
I.ab Phone: {314} )89-63-53 
F;ix: (314) 289-7920 

1 



r 
I 

From: .Miguel, Roman A. (MIAMI VA) 
Sent: lhu!Sday, November OS,· 2015 10:59 AM 
Tr. VH.AASH SPVRMEDTECHS 
CC: M[guel, Roman A. (MIAMI VA) 
Subject: ffIV 1/2 Su~t tests 

-·· ····-·· -. -- .. - .... ·--.. ~-- .... ,..., , ·-··· -. ._ ... , ...... -......... -

Hello everyone, we at Mfami VA are using a 41t1 Generation test to screen our patients for HIV, I will Ilk~ to have a 
feedback for What supplemental tests are you using to differentiate within HIV-1 an~ibody and HIV-2 aniibody, and also 
!low are you handling when y9u have a HIV 5aeening poslttve and the anti~y supp1emental nega.tive, are you doing a 
p24 ·NAT or a HIV viral Load. 

Thank you 

!Jld""'4 a.~, M5 
Otetr,{stry l)epattm.ent SUpervisor 
Nemi 'VA Heatthcate Sys/l!rn 
P&J.NS 

Plione (305) 324-445_5 ,xt 4414 
Nob/le phom,:. (786) 299-1771 
Fax Nmnber (,JOS) 57S-718Q 
E-mail: Rom;n.Migpe/@ya;g,v 

This f!-111f1U is fn4m.</ed only tor the pe,son·or entity to whk:11 It is addres$ed, and 1111JY a,nlJJin itTf"Qrmi1tlon that is 
prlV/lege(f cimtldent/illl or othenvlse·pn,tedEd ./tom d/Si:loslif1!. Dissemination, t;llstrlbutlon, or copying cf tilts e-mail <K tbe 
~tii)l1 lftite/n /Jy anyone ot/1f!I' than tlle tntl!Dded reclpienl(s) or for offk:lill intem{JI VHA,IVA business Js pl'Olilbited. If 
you hav.e, rea,/v«lthis e-madtn. etror, ~ notify the sender by reply e-malt and destroy the o,tg/nal message.and all 
cop/e5 

2 



.. ... ~ 

Roman Miguel 

From: 
Sent: 
To: 
Cc 
Subject 

Traddng: 

Mi'guel, Roman A. (MIAMI VA) 
Thur'Sday, November 05, 2015 1 :15 PM 

; VHAASH SPVRMEDTECHS 
I (Miami VA) · 

RE: HIV 1/2 Supplemental tests 

~ ----VHAASH SPVRMEDTEOIS -
a.lnrJ' 
DeliYenkl: 11/S/20151:15 PM 

Delive~: 11/5/Z0151:16 PM 

DerM!ffld: 11/S/2015 1:16 PM 

I (Miami VA) Delivered: 11/5/2015 1:ti·PM 

Rad 

Read: 11/5/201S 1:40 PM 

o.leted: 12/21/20151:08 PM 

Thank you for your advice, I already request a quote from B.io-Rad, for the Geenius, today I had a demo and $eems easy 
to work and accordJng to them Is more sensitive that the Multispot, TAT Is "'45 min . 

.Lua a. Mip,l, M5 
Chemi$.tly Depatfment SUpervlsor 
Miami VA Hei,liha,,e Systsn 
P&l.MS 

Phone (.105') 324-4455 ext 4414 
Nobile phone: (786) 299-.1771 
Fax Number (305) 57S~7188 
E-mail: 8Dmi1Q.Mf9ue/@nt.gov 

ThiG e-mail is intended DIiiy lrx l1Je person or f!17t/ty to which It Is adtlresse4 and fTlilY contain (nformatlon t/!8t i5 
pFMleged r:onlidentJat lk otnerwiSIJ pmteded from disdosure. DlssemlnatJan, dlstrfbution, or copying.of this e-mail or the 
tnformatkmhen!in by anyone dther lllan 'the tnten(led redpient(s) or for olfJclal (n&Jmal !,%WA business is pf(Jhib/1/!d; If 
you have received tnls e-mafl Jn. error, pleas!! i10llfy the sender by reply e-mail, and destroy the orlgfnal mes-.,e MK/ all 
copies 

• · --- ··· -•-r ... . ....... , ...... _.. .. ··-··-- . ,. _. . _____ ._ ..... __ .,_ .............. :....- -- ··-···· -· - .. . ,,~---·· -.. ... ....... ,,,.,._ . ... - .... -• .... ··r----~-.-~· . ... y••• -,--- ... --. 

We use the Abbott ATChitect 4m gen screen, reflex to BioRad Multispot for positives, ~erfonn HIV-1 RNA for those 
Multlspo~ that result as HIV-1 indeter.mlnate/HIV-1 negetive/HIV-1/HIV-2 undifferentiated. We validated ~r Abbott 
m2000 HIV-1 vtral load assay for use asan HIV-1 RN·A assay to be used as part of the diagnostic a!gorithm tor HJV. For 
those assays that are positive with the tttV-1 RNA assay, we concomitantly Yefease- the HN-1 v.iral load result. 
The BioRad Multispot is being dfsco.ntinued, BioRa.d will on1y offer HIV-l/H1V-2 confir:m;.ttlon/dlffei"entiation assays using 
the Geenius-. It wouldn't be worth bring~ng on the .Multlspot (ll!IW, you should just ~art with th.e Geenius. 

1 



' " : - -': 

From: -
Sant: ~ 05, 201S 12:24 PM 
To: M uel Roman A. (MIAMI VA); VNAA.SH SPVkMEDlEOIS 
Cc: 

We use the CDC recommendations and chart for reporting, see attached. 

4tt1 gen screen, positive to multispot, Negative multisport to H1v.:1 RNA assay 

~S(~'T',MC'P). 'Ea:M 
Lead Medical Technologm 
{Blo()(f -8anlc/$erology/Send Outs/Specimen Procurement) 
VA WNV Healthcare System 
Buffalo, NV 
Phone: 716-862~3165 
FaK:716-862-"8679 

.. · ... -~· , ...... -... -·· .... ---~····· - . - _,, •· .. .,. - -...... ~-·~, 

from: Miguel, Roman A. (MIAMI VA) 
$ent: Thursday, ·November 05, -2015 11:59 AM 
To: VHAASHSPVRMEDTEOtS 
Cc; Miguel, Roman A. (MIAMI VA) 
Subject: HIV 1/2 Supplemental tests 

· ..... ·-···"'· ~ .... _ ...... --··- .- - .. 

Hello everyone, we at Miami VA are using a 4t11 Generation test to ~n our patients for HIV, I will like to have c1 

feedback for what supp1ementa1 tests are you ·us1ng to diffe~ntiate within HIV-1 antibody and HN~l antibody, and also 
how ire you handling when you have a HIV SC'ffning positive and the antibody supplemf!Atal negative, are you doing a 
p24 NAT or a HIV viral Load. 

Thank you 

!JIMuna. .MJ,uJ...M!T 
Olsrn/stry Department 5upervJsor 
Hl8ml VA Healthcare 5ptm1 
P&MS 

Phone (305) .32+4455 -ext 4414 
Ho/JfJe phone.· (786) :J99. J.771 
Fex Number (305) 575·7188 
E-maU: Rom/lO,Mlluet@va.go.r 

This e"IT1llil ts inten(/ed only fOr the person or entity ID which It ts add~ and tnilY a)(l.tain Information that Is 
prlV/le!fed CiJntidential, or otltetwse p(t)/eflixJ (rom disdo$ure. DiSsemlnatJon, distrlbul:ioh, ot copying of this e-ma,1 or tt,e 
· tnftJnMtlon hen!ln bY. anytJile other th!ln the lnlBnd«I redp/ent(s) or for olflciaffntemal VIWVA business~ pmh/M«/. If 
you hlwe ,eceived this tHTN1H.fn -enor, pleiJsfJ notify the sender by reply e-mail, and destroy the original message and aH 
a,ples 
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Roman Miguel 

From: 
Sent: 
To: 
Cc 
Subject: 

Treddng: 

Miguel, Roman A. (MIAMI VA) 
Thursday, November OS, 201 S 3:28 PM 

(Miami VA) 
Mi91,1el, Roman A. (MlAMI VA): - (MIAMI VA) 
HIV Suppl_emental 

(Mia"!I VA) 

Miguel, Ro!nan A. {MIAMI VA) 

(MIAMIVA) 

DelMly 

Del~ 11/5/2015 3:28 PM 

Deliven!d: 11/5/2015 3:18 PM 

Delivered: 11/5/2015 3:28 PM 

...... 
Read: 11/6/201 S 6:52 AM 

Read! 11/5/2015 $:48 PM 

Gainesville, T~, Orlando .do Multispot from Bio-Rad and will move to the Geenius, Bay Pine, and WPB very low 
number of positive 1 or two a month, they refer to Quest. And so far ~atlonalty the responses ~t I have all them do 
Multlspot and uses the Abbott HIV 1/2 At!/ Ab Combo. 

Thank you 

.'ilon&a4 ~~MS 
Cht:mlstry Depadment Supervisor 
Miami VA Healtli:are S)steln 
P&LNS 

Phone. (305) 324-4'{55 ext "414 
Ho/'/Jle phone:_(786) 29/J.1771 
hx Number {30S) 575·71118 
E-mail: RQfl18d,M/gye/@va.goy 

111/S e-maU Is I~ "'l/y fr)r the pe,:son .or entity tD whtdl it is addressed, and may a,nf!Jin infonMtion t//8t Is 
p,Mleged conlidentil!t or .o,he,wi;e protec/Bd ftQn, dlsdosure. D/ssenilnat/On,. dlstlibution, or a,pytng of th.is Hnilil or the 
infonn8tiotl herein by 8/Jyone.Ofher tMn Ille frJlended Jeciple11t(s)-or for offk;ia/l!Jtetnai VHIWA :/xlSfness. is prohibited. H 
you t,a-ve if!ailved"thls e-man in eirot; p/eBse. no/Jfy-t:he sender t,y ,epty H11i1i/, anti destroy ttie original message and alt 
aipi!!:5 
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Roman Miguel 

From: 
Sent: 
To: 

I (MiemiVA} 
Friday, November 06, 2015 6?56 AM 
Miguel, Roman A. (MIAMI VA) 

Cc: 
Subjtcl: 

- (MIAMi VA); - (MIAMLVA); 
RE: HIV Supplemental 

Thank you. 

So far for the calendar year, we have only had S3 ,po~itive scree.n tests. •1 :M1J 
Cfiiefi 'Patnowgy a:ru£ £a.6oratory :Meaicine Service 
'Bruce ..V. Carter 1' J\5\tC 
i.201 :WW 1e'-Street (113) 

:Miami, j L 33125 
0 - 305-575-3i58 
J - 305-575-3222 
:M - 786-400-5068 

From: Miguel, Roman .A. (MiAMJ VA) 
Sim:~ November OS, 2015 3:28 PM To:-·· (Mtam\ VA) 
Cc Miguel, Roman A. (MIAMI VA};-· (MIAMI VA) 
Subject: HIV SUpplemental 

J • 

("-:tiamiVA) 

Gainesville, Tampa, Orlando do Multispot from Bio-Rad and will move to the Geenlus, Bay Pine, and WPS very low 
number of positive 1 or two a ~nth, they refer to Quest. And so far Nationally the responses that I have all them do 
Multlspot and uses the Abbott HlV 1/2 Al/Ab Combo. 

lbankyou 

9lomM a. .Mip,Jt, .Mfl 
01t!ITlistry Department $/Jpe,vlsor 
Miami VA Healthcare System 
l"&/.HS 

Phone (305) .12+-+155 ext Hli/ 
Mo/Jlle /)hone: (7./16) 299-1771 
FiJX Number (305) 575-7168 
E-rMlk Rpman.Hiquel@va,qev 

This e-mail ts Intended (!11/y for tilt! pers(H} or entity.to which It Is adt:/rr5ed, and may contain inform6tion that is 
p/.'lvlleged mlJ(identiat. or-othetwise ~ from· d/sdosure; Dls$etn/r,at/on; dlstifbuf/on, or. copying ortlifs·e-mall or the 
infr:mnatlon hei:eln by anyonl! other than the Intended redp;snt(s) qr fbr olfic(al Internal V/WVA business Is prohibited. If 
you ha>te tecelved fi1is Hl1iJII in error, please notify the sender by reply e-mail, and destroy the:t1tiginal messa¢ ant! all 
"copies 
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•. 

Roma" Miguel 

From: 
Sent: 
To: 

Miguel, Roman A. (MIAMI VA) 
Mond;1y, Noyember 09, 2015 8:44 AM 

Cc: Miguel, Roman A. (MIAMI VA}; 
(MIAMlVA); - (MIAMIVA) 
RE: HIV 112 Supplemental tests 

(Miami VA); -

Tracking: 
..,..,_ 

IWivay Rad 

Oellvered: 11/9/2015 &,44 AM Read: 11/9/2015 9'.20 AM 

Migue~ Roman A. (MIAMI YA) Deliwn!d: 11/91201 S 8.:44 AM Rud: 1119/ZOlS 10-33 ,AM 

- {MlamiVA) Delivered: 1119/2015 8:44 AM Read: 11/9/201S 5:44 PM -- {MIAMIVA) ~ivered: 11/9/2015 8:44 AM Read: 11/9/201511:2-4 AM 

(MIAMIVA) Def1V91'ed: 11/9/2015 8:44 AM 

HeUoJ!!!! after Blooci'Bome exposure they order the OraQuick HIV and they follow with HIV screen (we have now 
the 4 generation from Ab.bott). We are dning RIV W8 in our Immunology unit after HlV screen is positive. We need to 
adjust to new. requirements and fo11ow VH" Directive 1113. 

Thank you for your information i,nq help. 

~ a. .MliJ,Ml, .M9 
Chemistry Department $Uf)efYISDr 
Miami VA Ht;Blhcate ~ 
P&LMS 

Phone (.10$) ~24-4455 ~ 4414 
Hoblle l)hone: (784) 299-1771 
~Num/Jt!lt (305) 575-7188 
E-maH: 80Q1i!n.Nlgue{@va.gov 

This e-mail ls Intended. only lbr tne·pet'SOII or entity to- whk:h ~ ts addressed; anp may a,nt;JJn lnfonnatton. that k 
ptivfleged.conf1dentlal;, orotbelwlsi! /Jl'(Jf.e(:l1!d (1'()111 dlsdosule. D~lnation, distribution, ora,py.iofiof this tHnaJI or the 
informatton herein by anyone otber tlNm 11N: Intended rer;!pienl(s} otlor offldal /nlemlll W.WVA business is. prohibited. H 
you have re(:e/tled this e-ma/lln em,r, ~ nd:ify the. sender by reply fHTl8II, c1nd ,;lestroy the original message and ~H 
copli!S 

., .... ,. .•. -. . • - •• .-~,•- •• •.·--··'"-- ••• .. ·•••• ·--•.•,--., "' •• •-•r-•••·•--••• •• •• ...... O ' '" I '*' ... __ __. __ ,,_, ,__,_.._., __ , ..... ,.·-.,._.., .., __ , ,,..- ~ - ... ,, .. _r_ , _ _., .,__ 
Fl'OIIH 
sent: Monday, Nc;wember09, 2015 .7:19AM 
To: Miguel, Roman A. {"1AMI VA) 
5labject: RE: HIV 1/2 SUpplemental tests 

~guel: 
We are currently using the Bio Rad Multlspot We use this kit for rapi~ HIV and suppl~mental testing. We are 
considering the Genius from BloRad In the ne;,r future $lnte Bio.Rad Is discontinuing "Multi$pot In 0ecem·ber 2Qt6, But we 
witl still need a tapid HIV. How are you handll.ng ttie rapid HIV after Blood. borne exposures? 

lnfectlous.comrol dlnic decided to Just order HJ-V Viral Load.if the Scfeen ·;s positive .and ·supplemental ~egative. 

1 



,--
( 

.-i 
Let me know if you ha'IJe anv questions al)d can you share your findings with the group? 
Thanks 

B.S.XX(ASCP) 
PALMS Supervisor 
Processing, ImtnlJIOlogy & Send Out 
Lean Six Sigma Green Belt 
NFSGVHS - PALMS 113 
1601 SW ~rcher Road - Gainesville, Fl 32608 
e (352) 376-l6U Ext. 5336 
Fax: (352) 374-6125 · 
~ ~ ~.va.gov 

~-.. 
From: Miguel, Roman A. (MIAMI VA) 
Sent: Thursday, November 05, 2015 11:59 AM 
To: VHAASH SPVRMEDTECHS 
Cc: Miguel, Roman A. (MIAMI VA) 
5ut,Jett: HIV 1/2 SUPl)1emental tests 

Hello everyone, we at Miami VA are usit.11 a 41t1 Generation ~st to scteen our patients for HIV, I will, like to have a 
feedback for what supplemental ~sts are you using to dlfferentlate Within HN-1 antibody and HIV-2 antibody, and also 
how are you handling when you have a HJV screening positive and the·antfbody supplemental negative, are you doing a 
p24 NAT or a HIY viral Load. 

Thank you 

~a.~M!J 
Chemlstr-y Oepattment SUperlisor 
Miami VA Healtht:am System 
P&J..NS 

PhoRe (305) 32~55 ext 4414 
~ phone: {786) 299-1.171 
Fax Number (305) 575~7188 
E-mail: Roman;Nrpuel@va.aov 

This e-m/!H 1s I~ 0/1/y for ./IN! pen;o11 or ~titY ID whidr ltis addJessed, and may amtatn iflftJrmptjon that is 
ptfyl/eged (1)Dfldemilll, or ot/JelW/$e f)rotBdl1d f'rr),n tl/sl::lo$ute. Disseh?/Mtion, dlstii/JUtlon; or·copytng of this e-mail or the 
infonnatlon he,eli'I by ~,me other lhillJ .the li1ts,,ded recipient($} or ror·olfidal iritemal ~A buslll8SS.~ f)h)h!bltt¥1. If 
yoi, ./J;/Vf! teceM!d this e-mailln emir, please notify the sender by reply e-man, and destroy the Offglnalmessageand aH 
aJpies 
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