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What is the need?

HIV infection detection

Vaccine Induced Sero-reactivity/positivity (VISR/VISP)

Pre Exposure Prophylaxis (PrEP) use among participants

Compliance with protocol-specific testing algorithms

Interpretation of algorithm test results in the context of study product
Individual infection status reports to research sites (blinded and unblinded)

Data tracking and audit readiness
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e HAWS provides:
e Defined HIV diagnostic testing algorithms
e Data management system
e |Individual infection status reports
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1. LDMS shipment import and aliquot storage

Shipping Manifest Batch Number: 116
QA/QC Not performed
Setup Date:  06/Feb/2019 Sorted by: None Shipped: Yes Ship Date 06/Feb/2019
Shi From: Shi To:
Lab ID: 74 Lab ID: 15
Lab Name: UCLA School of Medicine Lab Name: RETROVIRUS LABORATORY - CAP# 2463716-08
650 Charles E. Young Drive South RESEARCH & TRAINING BUILDING, Room: 725
Room 22-457 MDCC 300 NINTH AVE.
Los Angeles CA 90095-1752 SEATTLE WA 98104-2499
Country: United States Country: UNITED STATES
Contact Contact
Phone #: (310) 8259161 Phone # (206) BI7-5210
Fax it (310) 206-4764 Fax#: (206) 8975237
E-mail: E-mail: DRAGAVON@U WASHINGTON_EDU
Number of Specimens 9
Comments:
Shipping Manifest Box Name: *001
Batch Number: 116 Setup Date: 06/Feb/2019 Shipped: Yes Ship Date 06/Feb/2019
Spec Date or Spec Sub
SpecID Global Spec ID Group/Prot PIDADA vID Chinic HarvestDate Time Prim Add Der A/pD Volume Pos

074v19000002 J26006HD-01 VIN704.0 999400115 1.00 Vst V109 22{Janf2019 1320 BLD EDT PL1 NA 1.00ML 1.1
074v19000002 J26006HD-02 VIN704.0 999400115 1.00 Vst V109 22/Janf2(19 1320 BLD EDT PL1 NA 1.00ML 1,2
074v19000002 J26006HD-03 VTN 704.0 999400115 1.00 Vst V109 22/{Janf2019 1320 BLD EDT PL1 NA 1.00ML 1,3
074v19000004 K26006HJ-01 VIN704.0 999400054 2.00 Vst V109 30MJanf2019 0938 BLD EDT PL1 NA 1.00ML 1,4
074v19000004 K26006HJ-02 VTN 704.0 999400054 2.00 vst v109 30MJanf2019 0938 BLD EDT PL1 NA 1.00ML 1,5
074v19000004 K26006HJ-03 VTN 704.0 999400054 2.00 vst vi108 30Man2019 0938 BLD EDT PL1 NA 1.00ML 1.6
074v19000006 J26006HN-01 VIN704.0 999400021 1.00 Vst vi08 01/Febi2019 1310 BLD EDT PL1 NA 1.00ML 1,7
074v19000006 J26006HN-02 VTN 704.0 999400021 1.00 Vst v109 01/Febf2019 13110 BLD EDT PL1 NA 1.00ML 1.8
074v19000006 J26006HN-03 VIN704.0 999400021 1.00 Vst vi10e O01/Febi2019¢ 13110 BLD EDT PL1 NA 1.00ML 1.9




1. LDMS shipment import and aliquot storage

Grouo 1 D1 TPEZ D2 TYPE3 |03 Wizt it arID CLIMIC
YTH ;( FID 935400021 PROTOCOL F04.0 - |Ip3 11.00 Exp Y103

-

Detal | =~
Dletails
Details
Details

Dletalls

Dietails
Matzila

af4]a]e]q J

Spec Date: |05/Feb/2013 | = Exp. Date: 0 _Bem Lo |
| Re |:| 555 | Export ID: [ Impurted Culture Derivative |
Fec. Date: |EIE.-"FEI::£2EI15 ||| Tirfe: | : | P g Import date;

Enter Specimen |10 |

#DfTuhes:IZI Frirnary Type: |ELD ﬂ Other Spec 1D: | Spec.Time: IZI Add | DE|EtE|

Specimen # Global Spec 1D Primar Additive Yolume I it Soec Time jme Time L nit Cond Other Spec |d Details -
1 ME5¥19000242 F.OF15G50-00 BLD ﬂEDT ﬂ 10,00 ML - [171:32 ﬂSﬁ'«T ﬂ ELDE

r |

# of Aliquots: | 0 vu||n Urits: ML~ +| Derivative: Sub Add/Der. | Other Spec ID: | Add | Delete| Modify| Clear |

Specimen Global Spec D Prirnary &dd Drer Sub Add/Der W olume I ritz Cond Other Scec 1d Groun/1D Detailz -
1 |015W1300024F KOF15G50-0 BLD EDT FL1 = [M}A - 1.00 ML v |SAT - YWTHAF04.0 ELRDEM
2 III1 5‘\-‘1 EIIIIIIIIIIEJr KOF15G50-02 / \\ELD EDT FL1 = [MeA - 1.00 ML * |SAT - YTHA704.0 FDEM
3 FE1RGS0-03 BLD EDT  PL1 a M s 1.00 ML YTH/704.0

e.g. Group, PID, Protocol, Visit, Visit unit, Clinic, Specimen date, Specimen time, Import/Received date



1. LDMS shipment import and aliquot storage

Visit type LDMS Aliquot storage HAWS Auto-orders
visit
code
Routine VST |1PLA (VTN ABJ HIV-1/2 Ag/Ab Combo
2 PLA - VTN Store
Recent Exposure/Acute EXP 1 PLA -|VTN AB HIV-1/2 Ag/Ab Combo
Infection 1 PLA (VTN RNA HIV-1 RNA

1 PLA - VTN Store

Evaluation of Sero-reactivity | EOS 1 PLA >|VTN AB HIV-1/2 Ag/Ab Combo (mfr. # 1)
2 PLA - VTN Store HIV-1/2 Ag/Ab Combo (mfr. # 2)
HIV-1/2 Ag/Ab Combo (mfr. # 3)
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1. LDMS shipment import and aliquot storage

Visit type

Routine

LDMS Aliquot storage HAWS Auto-orders
visit
code

VST 1 PLA > VTN AB HIV-1/2 Ag/Ab Combo
2 PLA - VTN Store

Recent Exposure/Acute
Infection

EXP 1 PLA-> VTN AB HIV-1/2 Ag/Ab Combo
1 PLA - VTN RNA HIV-1 RNA
1 PLA - VTN Store

Evaluation of Sero-reactivity

EOS 1 PLA—-> VTN AB HIV-1/2 Ag/Ab Combo (mfr. # 1)
2 PLA - VTN Store HIV-1/2 Ag/Ab Combo (mfr. # 2)
HIV-1/2 Ag/Ab Combo (mfr. # 3)/
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1. LDMS shipment import and aliquot storage

VTN AB Box #1031 VTN RNA Box #245 VTN Store Box #962

»
»

Resynchronizing HAWS Objects

X = next available spot in the storage box Resynchronizing HAWS objects from the LDMS. .




2. Start workflows
in HAWS

g8 HIV Algorithm Workflow System (3]
HIV Algorithm Workflow System
Wersion 5.5.0.15
Login:

|ser name:

Passward:

Login ] | Exit

HAWS
tracks the
individual
performing

each step —_|

Common Tasks

Assign a patiert visit to a wordlow

All tasks

Select sample taskh list
Process assay task list
Submit redraw task list
Receive redraw task list
Review assay task list
Result algorithm task list
Final report task list
Manage muns

View all wordlows

Reassign specimen for a test

(Group: m
Optional zearch f
Patient 10

Study|

Visit unit;

Select one or more p

Patient
D St

950400021 704
599400004 | 704
599400115 | 704

Start waorkdlow

(2/06/2019 16:14:23: Logged in as E. Goecker (EG)

16



2. Start workflows in HAWS
$ HV algorithm Workilow System T .. B e

File View PReports Tools Help

Common Tasks Group: | VTN - HIV Vaccine Trials -

| /

Patient 10 Specimen date start: [ 06-Feb-2019 Import date start: [ 06-Feb-2019
Select sample task: list —— ——
Study: Specimen date end: I:l 06-Feb-2019 Impaort date end: |:| 06-Feb-2019 -
Process assay task list
Wisit unit: Received date start: 06-Feb-2019 - ] Include already assigned visits

Submit redraw task list
Receive redraw task list Received date end: 06-Feb-2015 -

Review assay task list

Select one or more patient visits:

Result algorithm task: list

Final report task list F'atlent Study  Misit gstz:;tw:; dH:tEEWEd Ln;izgrt Clinic Algorithm to start
EEE _ VPN RTE AR RN S 1B Recent Exposure / Acute Infection AMP
View &l wordiows 7040 |12Vst |05-Feb-2019 10:15 | 06-Feb-2013 V109 ... |Routine AMP
939400115 | 7040 |3Vst  |05-Feb-2019 09:43 | 06-Feb-2013 V109 ... |Routine AMP
Reassign specimen for a test
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2. Start workflows in HAWS
$ HV algorithm Workilow System T .. B e

File View PReports Tools Help

—
Common Tasks Group: VTN - HIV Vaccine Tials ) -

/
Assign 3 patient visit to 3 wordlow Optional search filters:  [clear all filters)
Al tasks Patient 10 Specimen date start: [ 06-Feb-2019 Import date start: [ 06-Feb-2019
Select sample task: list —— ——
Study: Specimen date end: I:l 06-Feb-2019 Impaort date end: |:| 06-Feb-2019 -
Process assay task list
Wisit unit: Received date start: 06-Feb-2019 - ] Include already assigned visits

Submit redraw task list
Receive redraw task list Received date end: 06-Feb-2015 -

Review assay task list

Select one or more patient visits:

Result algorithm task: list

Final report task list F'atlent Study  Misit gstz:;tw:; dH:tEEWEd Ln;izgrt Algorithm to start
Manage uns _ 05-Feb-2019 11:32 | 06-Feb-2019 _ Becek s mss ol de ki A0
View all wordlows 7040 [12Vst |05Feb-201910:15 |D6-Feb-2019
999400115 | 7040 [3Vst | 05Feb-2019 09:43 |06-Feb-2019 V109 .. |F'u::utine AMP
Reassign specimen for a test
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2. Start workflows in HAWS

Select one or more patient visits: {Highlight indicates already assigned visit or visit with multiple specimen dates ]
Patient 2 Specimen Received Import o 2
D Study Wisit dateAime date date Clinic Algorithm to start

999400021 11 Bp |05Feb-201911:32 | 06-Feb-2019 f Recent Exposure / Acute Infection AMP
959400054 12Vst | 05-Feb-201910:15 | 06-Feb-2019 f Routine AMP
953400115 3 Vst 05-Feb-2019 09:43 | 06-Feb-2015 ' Routine AMP

Starting wordlows on selected wisits. ..

| —

| Start worldlow | (select all visits)  (deselect all visitsC_Vistsfound: 3 Visits selected: 3

19



3. Start test runs

Common Tasks

Assign a patient visit to a workdlow

All tasks

Select sample task list

Process assay task list

Submit redraw task list

Receive redraw task list

Review assay task list

Result algorthm task list

Final report task list

Manage runs

View all woddlows

Reassign specimen for a test

Assay: | (Any)
Kit: | (any)

|'
VETE S Ahbott Architect HIV Ag/Ab Combo

Run IC
11673
11677
11678
11673
11680

Abbott Axsym HIV Ag/Ab Combo

Abbaott HIV-1/HIV-2 fDNA)

Abbott m2000 Real Time PCR HIV-1

Abbatt Murex HIV-1.2.0

Abbatt Prism, Anti HIV-1/2, PSBC

Alere Determine HIV-1/2 Ag/Ab Combo

bioMerew: Vironostika HIV Ag/Ab HIV 1.2

bioMerein Vironastika HIV Uni-Fom 11 + O

Bio-Rad Geenius HIV 1/2 Confimatony Assay

Bio-Rad Genetic Systems HIV 1/2 Plus O

Bio-Rad Genetic Systems HIV-1

Bio-Rad Genetic Systems rLAY

Bio-Rad GenScreen HIV 1/2

Bio-Rad Genscreen Uktra HIV Ag-Ab HIV 1/2

Bio-Rad G5 HIV Combo Ag/Ab EIA

Bio-Rad Multispot HIV-1/HIV-2 Rapid Test

Bio-Rad Mew Lav Blat ||

HIV-1 Total Nucleic Acid Assay

Open Discretionany Test

OraQuick Rapid HIV-1 Antibody Test

Roche Amplicor HIV-1

Roche Amplicor Monitor HIV-1 Standard Ver 1.5

Roche Amplicor Monitor HIV-1 Ultrasensitive Ver 1.5

Roche COBAS Amplicor Monitor HIV-1 Standard Ver 1.5, with COBAS AmpliPrep
Roche COBAS Amplicor Monitor HIV-1 Utrasensitive Ver 1.5, with COBAS AmpliPrep
Roche COBAS AmpliPrep/COBAS Tagman HIV-1, Version 1.0.
Roche COBAS AmpliPrep/COBAS Tagman HIV-1, Version 2.0.
Roche COBAS AmpliPrep/TagMan HIV-1 Qualtative
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3. Start test runs

Common Tasks

Assign a patient visit to a workdlow
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Roche COBAS AmpliPrep/TagMan HIV-1 Qualtative
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3. Start test runs

Asszay Results

Run ID: 11725

@pen Discretionary TD

[ Assigned to technician for testing

Tested by: | E. Goecker (EG) -
Test date: (V] 20-Feb-2013 @
Samples:

Specimen Patient ID WfID T R A
HOF15G55-01 999400054 883..

Patiert |1D:

Visit:

Draw date:

Global specimen 1D:
Cther specimen |0

Comments:

Final result:
Entered by
Entered date:
Approved by
Approved date:
Assay name:

Analyte:

999400054
12 Vst
05-Feb-2019
HOF15GS501

[] Donotreport [ Do not export to SCHARP

[

)

Commit results ]

Low Level HIV-1 RNA PCR —

HIV-1 Antibody

HIV-2 Antibody

HIV-1 and HIV-2 Antibody
HIV-1 Antigen

HIY Antibody and Antigen
HIV-1 RMA

HIV-1 DMA

HIV-1 RMNA and DMA [THA)
HIV-2 RNA

HIV-2 DMNA

HIV-2 RNA and DMA [THA)

22



3. Start test runs

Specimen Locator

Run: 11,681 Test: Enzyme Immuno Assay : Abbott Architect HIV Ag/Ab Combo
Rec'd Date
Patient Id  Visit Coll. Date  Testing Lab  Global ID Other Spec ID Sample Type Storage Location
999400021 11.0Exp 05-Feb-2019 06-Feb-2019 KOF15GSQ-01 BLIYEDT/PL1 VIN AB/ HONG KONG/BOX 1031 /008 H
999400054 120Vst 05-Feb-2019 06-Feb-2019 HOF15GS5-01 BLIYEDT/PL1 VIN AB/ HONGEKONG/BOX 1031 /008.1

982400115 3.0 Vst 05-Feb-2019 06-Feb-2019 FOF15GS1-01 ELD/EDT/PL1 VIN AB/HONGEONG/BOX 1031 /009.A




3. Start test runs

Specimen Locator

Run: 11,681 Test: Enzyme Immuno Assay : Abbott Architect HIV Ag/Ab Combo

Rec'd Date
Patient Id  Visit Coll. Date  Testing Lab  Global ID Other SpecID  Sample Type Storage Loeation
999400021 11.0Exp 05-Feb-2019 06-Feb-2019 KOF15GSQ-01 BLD/EDT/PL1 @AB 'HONG KONG / BOX 1@
999400054 120 Vst 05-Feb-2019 06-Feb-2019 HOF15GS5-01 BLD/EDT/PL1  VIN AB/HONG KONG7BOUX 1031 / 008]
000400115 30Vst 05-Feb-2019 06-Feb-2019 FOF15GS1-01 BLD/EDT/PL1 VTN AB/HONG KONG /BOX 1031 /009 A

VTN AB Box # 1031




4. Input of test results

Assay Results

Rum ID: 11681

Kit: Abbott Architect HIV Ag/Ab Combo
[] Assigned to technician for testing

Testedby: |G. Daza (GD) -
Test date: 06-Feb-2019 [
Samples:

Specimen Patiernt I WFID T R A
KOF15G5G-01 595400021 8280.. T R A
HOF15G55-01 995400054 830.. T R A
FOF15G51-01 955400115 380.. T R

Patient 1D:

Vigit:

Draw date:

Global specimen 10
Cther specimen (D

Comments:

Final result:

999400054
12 Vst
05-Feb-2013
HOF15G5501

[] Do netreport || Do not export to SCHARP

Mon-reactive

G—rtered by

G.Daza (GD)__>

Entered date:

06-Feb-2019

E. Goechker (EG

Approved date:

S5/C0;

06-Feb-2015 [ De-approve results

0.56

|.
| |

25



4. Input of test results

Completed Run Worksheet

Run ID: 11,681 Test Date: 06-Feb-2019 Tested By: G. Daza Approved By/Date: @ ﬂé Fﬁb)_w] 7

Test: Enzyme Immuno Assay : Abbott Architect HIV Ag/Ab Combo

Patient ID Visit Global ID Other Spec ID Coll. Date S/CO Final Result  Entered By
999400021 11.0 Exp KOF15GSQ-01 05-Feb-2019 0.11 Non-reactive  G. Daza
999400054 12.0 Vst HOF15GS5-01 05-Feb-2019 0.56 Non-reactive  G. Daza
999400115 3.0 Vst FOF15GS1-01 05-Feb-2019 0.08 Non-reactive G. Daza




4. Input of test results

Patient 10: | skELINENEE Wordlow ID: 88225 Study: 7040 Do not expart Do not report
Algorthm:  Routine AMP ’ Cancel automated algorthm l ’ Close algorthm l
Results | Tasks | Discretionary ac:ti::ns|
Test ) Run )
— Kit name Visit Result Test date D Dietail
Abbott Architect HIV Ag/Ab Combo 12 Vst Reactive 16-Feb-2015 18:03 117159 | 5/C0[5.10)
New tests\\: RMA PCR 12 Vst
Proposed result:  <not available: [ Review test result ]
Final result: | ~r| | Approve resuft |
Blinded result: Unblinded result: a | Select text |
Diagnosis date: ||:| 13-Feb-2013 | [ Report to adjudicator ]
Approved by: The final result cannot be set at this time, because the algorthm has not yet reached
the ResultAlgorthm step.
Date approved:
Comments: a

Close




4. Input of test results

Algerithm Summary

Patient ID: 599400054 Wordlow 1D: 88364 Study: 7040 [] Do not export [ Do not report
arthm [ Close algorthm ]

L)
(1]
%]
[41]
(1]
1]
[41]
(1]
[V}

Algorthm:  Routine AMP

| Fesults | Tasks | Discretionary actions

Action Type Desd’ — T———
onPE FE ian Discreticnary Test u

Available assay types:
Assay
Multi-Spot Assay
RNA PCR
Enzyme Immuno Assay
Westem Blot Bio-Rad New Lawv Elat 1|
DNA PCR
Westem Blot Bio-Rad Genetic Systems HIV-1
Abbaott Prism
Bin-Fad Geenius HIV 1/2 Corfimatony Assay
HIV-1 Total Nucleic Acid Assay
| Open Discretionan: Assay

L3

m

Assay name {default can be changed):  EIA 1 | oKk || Cancel

Delete @d disuetiunawt&stm Add discretionary redraw...
\ /




5. Algorithm interpretation and summary

3 = o | S 54 00021 Worddlow ID: 88223 Study: 7040 Do nat export Do not report

Algorthm:  Recent BExposure # Acute Infection AMP | Cancel automated algaorthm | [ Close algorthm ]

Results |Tasks | [hsc:‘etmna}ra{im|

Test - Run
— Kit name Wisit Result Test date D

EIA1 Abbott Architect HIV Ag/Ab Combo |11 Bxp | Nonteactive  06-Feb-201316:27 | 11681  5/00[0.17]

RNAPCR | Abbott m2000 RealTime PCR HI... 16-Feb-2019 18:00 | 11718 | Copies/mL[<40]

Proposed result:  HIV-1and HIV-2 Not W | Reviewtestresut |
Final result: v] | Approve result
Blinded result: Unblinded result: - ’ Select tesd ]
Diagnosis date: ||:| 16-Feb-2013 | ’ Report to adjudicator ]
Approved by: The final result cannot be approved at this time, because it is not yet set.
Date approved:
Comments: -

29



5. Algorithm interpretation and summary

Patient 10: 555400021 Worddlow 1D: 88223 Study: 7040 Do not expart Do not report

Algorthm:  Recent BExposure / Acute Infection AMP | Cancel automated algaorthm | | Close algorthm |

Results |Tasks | Dsc:‘eﬁ‘.mna}ra{:tlml

Test kit name Visit Result Test date

name K]
ElA 1 Abbott Architect HIV Ag/fb Combo 11 Bap Monqeactive  D&-Feb-20159 16:27 11681  S/AC0[0.11]

RNAFCR  |Abbott m2000 RealTime PCR HI... 16-Feb-2019 18:00 | 11718 | Copies/mL[<40]

Proposed result:  HIV-1and HIV-2 Not Detected | Reviewtestresut |
Pl result: [ HIV-1 and HIV-2 Not Dtected - | Deapproveresut 1>
Blinded result:  No evidence of infection with HIV-1er ~ Unblinded resutt: | Select bead |
HIV-2.
Diagnosis date- || 16-Feb-2019 | Reportto adjudicator |

——

I< Approved by:  E. Goecker (EG) \
~Date approved: 1E-Feb—2y

Comments: -

30



6. Infection status report - Blinded

HVTN: Blinded HIV-1 Infection Status Report
Routine AMP (HVTN704 / HPTNO0S8S)

Participant: 999400115 Protocol: HVTN 704.0

CRS Contact: Julie McElrath Phone: 206-667-2344
FHCRC / University of Washington Fax: 206-667-2299
Cabrini Medical Tower Email: VTN.Site.30331.HIV.Test.Result
901 Boren Ave., Suite 1320 s@hvtn.org
Scattle, WA 98104

Visit: 3.0 Visit Type: Routine

Collection Date: 05-Feb-2019 Collection Time: 09:43

Results: Individual test results blinded per protocol. See Summary interpretation below.

Comments:

Summary: No evidence of infection with HIV-1 or HIV-2.




6. Infection status report - Unblinded

Visit: 10.0 Visit Type:  Post-Study
Collection Date: 28-Jan-2019 Collection Time: 14:20
Results:
ECR (EIA/CIA/Rapid) Results

Kit Name Result

Bio-Rad GS HIV Combo Ag/Ab EIA
Abbott Architect HIV Ag/Ab Combo
Alere Determine HIV-1/2 Ag/Ab Combo

Non-reactive
Reactive
Reactive for HIV Antibody

RNA Results
Kit Name Copies/mL Result
Abbott m2000 RealTime PCR HIV-1 <40 Not Detected
Geenius Results
Kit Name gpl6d p24 gpdl CTRL Result
Bio-Rad Geenius HIV 1/2 Confirmatory Assay - + HIV Negative
Comments:
Summary: No evidence of infection with HIV-1 or HIV-2. These results are consistent

with vaccine-induced sero-reactivity, if participant received vaccine

product, or these results may be due to non-specific serological

cross-reactivity.




Data export

* |ndividual algorithm results may be exported for evaluation by a
protocol specific adjudicator to confirm appropriate interpretation

e Cumulative data export files are generated for SCHARP



Improved Turnaround Time with HAWS

e HAWS has multiple turnaround time (TAT) tracking report options
allowing the lab to monitor performance

e Turnaround time varies with the visit type

e Using HAWS, the UW is able to test hundreds of samples per week =»

e >95% of routine visits reported in 1 day
* >95% of recent exposure visits reported in 2 days

e Typical TAT for more complicated algorithms is 3 days



Looking to the future of HAWS

Multiple networks to use and influence development of HAWS
Local administrators to define testing algorithms within HAWS

Interact and retrieve data from cloud based/web programs
e e.g. Web LDMS



Potential Future Uses

Fiebig staging of new HIV infections
HIV diagnostic testing

HIV diagnostic testing for other networks, working in conjunction with
LDMS for comprehensive specimen management
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