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Objectives

+ Overview of Screening Lab testing
+ HIV Testing Algorithm
+ HIV Result CRF

s Q&A
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SSP Lab Section

¢ This will be your best resource for MTN
017 lab guestions

¢ Make sure you have the most current
version

¢ Avalilable at www.mtnstopshiv.org



http://www.mtnstopshiv.org/
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MTN Laboratory Contacts

¢ Laboratory Center (LC)

¢ Pam Kunjara 412-641-6393
pkunjara@mwri.magee.edu

¢ JHU Clinical Pharmacology

Analytical Lab (JHU CPAL)

¢ Craig Hendrix chendrix@jhmi.edu
¢ Mark Marzinke mmarzinl@jhmi.edu



mailto:pkunjara@mwri.magee.edu
mailto:chendrix@jhmi.edu
mailto:mmarzin1@jhmi.edu
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Overview of Lab Testing by Visit

VST | VST | VST | VST | VST | VST | VST | VST | VST | VST
1 2 3 4 5 6 7 8 9 10
ScR | ENR | mip | END | PD2 | MID | END | PD3 | MID | END
UA X * * * * * * * * *
Urine GC/CT X * * * * * * * * X
CBC/diff/plt X * * * * * * * * X
AST/ALT X * * * * * * * * X
Creatinine X * * X * * X * * X
HIV serology X X X X * X X * X X
Plasma archive/storage X X X X
HBsAg and Ab X
Hep C Ab X
HSV 1 and 2 Ab X
Syphilis X * * * * * * * * *
Blood for PK (PBMC and X X X X X X
plasma) G e brzena
Coagulation (PT/INR)* X
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Overview of Lab Testing by Visit

VST | VST | VST | VST | VST | VST | VST | VST | VST | VST
1 2 3 4 ) 6 7 8 9 10
ScrR | ENR | mip | END | PD2 | MID | END | PD3 | MID | END
Rectal HSV detection * * * * * * * * * *
Anal HPV X
Rectal GC/CT X X * X * * X * * X
Rectal sponge for PK X X X X X X X X X
Rectal sponge for PD X X X X X X X X
Rectal sponge immuno* X X X X
Rectal biopsy Proteomics* X X X X
Rectal biopsy Histology* X X X X
Rectal biopsies Pheno* X X X X
Rectal biopsy Gene Array* X X X X
Rectal biopsies PD* X X X X
Rectal biopsies PK* X X X

*Tissue subset only
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Overview of Lab Testing
Urine Specimens

¢ Urinalysis

¢ NAAT for GC/CT
¢ GenProbe Aptima
¢ GeneXpert

¢ Separate urine for Urinalysis.
Refrigerate urine for NAAT.
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Overview of Lab Testing
Blood Specimens

¢ Red top or Green top tube (Na Hep)

¢ Chemistries
o ALT
o AST

¢ Creatinine — Calculation tool for Creatinine
clearance available www.mtnstopshiv.org

¢ Hepatitis B Surface Antigen and Antibody

¢ Hepatitis C Antibody
¢ Syphilis Serology Z

¢ HSV Testing


http://www.mtnstopshiv.org/
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Overview of Lab Testing

¢ Whole

Blood Specimens
blood: blue top tube (Na Citrate)

¢ PT/INR

¢ Whole

¢ Com
plate

¢ HIV ]

blood: purple top tube (EDTA)

nlete Blood Count (CBC) with diff and
ets

"esting — follow algorithm (Protocol

Appendix 1)
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HIV
Testing
Algorithm

Rapid -f-or EIA -
START Report as

Immunn? HIV uninfected

Rapid +/+ or +/-
El& + or Ind

Not eligible for ves \

enraellment

Mo

+ -or Ind
Report as WE Consult Network
HIV Infected v Laboratory

*CLIA certified labs may perform 1 rapid test
Ind: Indeterminate test results
El&: Enzyme Immunoassay




SCHARP HIV-1, Page 10f 1
SAMPLE: 75 Darar ax I N1 T RNl oo L 1[]
MTN-017 (188) HIV-AL (440)

Participant ID Initial Specimen Collection Date
[TTHTTTTHT  HvResuts HEIREEEE
St Mumber Puaricizant Mumizer Chc &« L W
Alternate Collection Date

H:Dl!.ud:ﬁ:ed kit code s M L} negalive  posiive
1. RapidHNtestt: [ ] | LI I ] [
Alternate Collection Date
H:Dtlznd:;:ed kit code @ Y W negative  posiive
2 RapidHNtestz L] HpEnIEEnEn O
Alternate Collection Date
H:Dtlznd:;:ed « M L negatie  postie indeleminaie

3 HIVER: |l HEEEEIEN O

It any are positive at Screeming or Enroliment, partic jpant is ineligible.
i m{ram}:}‘i}ﬂ&m during .ﬁ:%-up com, eregaw Cgrﬁrmmyg
Resilts form and Clinical Product Hold/L:

scontinuation Log.

If ndeterminate at Screening, particpantis ineligible.

If indetermmnate duri fol% complete HIV Confirmatory Resuks
form and Clinical t HoldDiscontinuation Log

4. Was plazma stored for the
Metwork Lak (Confirmatory
HIV Serclogy)? D

not
yes no required

[+ F—»= #noornotrequred, end of form.

Note: Piasma storage for the Network L.ab is required at all End Perod Visits, any tme there 158 posiive rapid or Eid HIV test resuft duni
followep, Mmyeggre Samyple 2 is coﬂecasa".gqu v " el "

4a. Plasma for storage collection date:

HIV Results (HIV-1)
Purpose:  This form iz used fo document the participant's HIV rapid test or EIA results, and plasma storage for

HIV confirmatory testing as specified in the protocol,

General Information/  Record test resultz on thic form as they become avadable. Fax this form into SCHARP DataFax once
Instructions:  resuliz for all collected specimens are recorded on the form.

*  Initial Specimen Collection Date: Record the date that the first specimen was collected (NOT fhe
date results were reported or recorded on the form). A complete datz is required.

*  Alternate Collection Date: This date iz to be completed ONLY if the specimen was collectsd on a
date after the Initial Specimen Collection Date. A specimen collected for the same vicit but on a
difierent date should be recorded on the same form.

*  Not done/Not collected: Mark this box in the event that a specimen was not collected or if the
specimen was collected, but a result is not available dus to specimen loss of damage. Record the
reason why the result is not available in the Comments.

Item-specitic Instructions:
Visit Code:  Record the vicit code assigned to this visit. Refer to the Study-Specific Procedures (S5F) Manual for
more specific mformation on assigning visit codes.
Items 1and 2:  Record the assigned two-digit rapid test kit code. Note: More e st kit codles may be added to the 5t a5
the study procesds.,
Kit Code | Rapid Test

n Dietermine
i3 OraQuick
03 Uni-Gold Recombigen
04 Bigline
05 Cleaniew Stafpak

Ifitem 1, 2, or 3 is positive {maaning the participant had at least one positive HIV tect result) during

follow-up, complete a new HIV Confirmatory Results form and a Chnical Product Hold/Disconfinuation

(PH) Log.

Item 3:  If positive during follow-up, complete a new HIV Confirmatory Results (HCR) form and a Clinical

Product HoldDiscontinuation (PH) Log.

Comments:

OO0OF ewewe

ish ik Dae
RonhmesSommsUTN_{ 7 sormsima 17_HIv:im En S
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Collection of Rectal Specimens

¢ NAAT for GC/CT

¢ Product gel may cause interference during
testing. Please be sure to avoid gel during
collection.

¢ Use Gene Xpert collection swab.

¢ After collection place the swab in the
transport tube, break off shaft and cap. The
specimen can now remain at 2-30°C for 30
days.

¢ The results are sent to the clinic and are
reported on a CRF.
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Any Questions?
—
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