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WHO?
WHAT?
WHERE?

WHEN?
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IMPAACT Network Manual of Procedures

= WHQO? All IMPAACT Network Members
and Collaborators

Central Resource
Groups (Ops
Center, DMC,

SDAC, LC)

Scientific
Committee
Members

Network
Leadership

Clinical Research
Site Staff

Oversight Groups




IMPAACT Network Manual of Procedures

= WHAT? Reference document for current IMPAACT

policies and procedures

. Overview of IMPAACT Network 12. Study Implementation

. Network Groups 13. Study Oversight

. IMPAACT Operational Components 14. Study Close-out

. IMPAACT Protocol Teams 15. Ancillary Studies and Investigations

. Community Partnership 16. Training

. Network Meetings and Communication 17. Laboratory Considerations

. General Policies and Procedures 18. Network Evaluation

. Human Subjects Considerations 19. Publications Requirements and
Protocol Development and Modifications Procedures

10. Site Selection for IMPAACT Studies Appendix I. Unblinding Procedures

11. Study Specific Pre-Implementation

Activities

1
2
3
i
5
6
7
8
9.
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IMPAACT Network Manual of Procedures

= WHEN? Updates are made as they are identified and as
guestions are raised
All IMPAACT members are notified via email

Fri 5/31/2019 4:42 PM

IMPAACT Operations Center <IMPAACTops@fhi360.org>

IMPAACT Network Manual of Procedures Updated Sections Available:

To IMPAACT QOperations Center

MPAACT
ﬂ International Maternal Pediatric

Adolescent AIDS Clinical Trials Network



Key Sections for Sites

Section 5 2 Community Participation and Engagement
Section 8 2 Human Subjects Consideration

Section 10 - Site Selection for IMPAACT Studies

Section 11 = Study Specific Pre-Implementation Activities
Section 16 - Training

Section 17 = Laboratory Considerations

Section 18 = Network Evaluation

Appendix | = Unblinding Procedures
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Section 5, Community Participation and
Engagement in the IMPAACT Network

MPAACT Community Advisory Board (ICAB)

CAB Leadership Group (ILG)

MPAACT Site Community Advisory Boards

Community Input into the Protocol Development Process

Cross Network Collaborations and Community Partners

lt ational Maternal Pediatric
> Adolescent AIDS Clinical Trials Network



Section 8, Human Subjects Considerations

= First implementation
version issued in
November 2018

* |Includes:

* Review of regulatory
requirements

* IMPAACT guidelines
* Training requirements
* Other helpful resources

Figure 8-2. Example of Completed Informed Consent Signature Blocks for llliterate Consenters

SIGNATURES
Participant Name Participant Signature Date
Mary Phiri 25 NOV 2014

Participant name and date written by Martha Moore. MM 25 NOV 2014

Martha Moore 4 25 NOV 2014

Name of Staff Person Study Staft Signature Date
Conducting Consent
Discussion

Debra Ross - 25 NOV 2014
Witness Name Witness Signature Date




Section 10, Site Selection
for IMPAACT Studies

Two-step process initiated by Protocol Team
early in protocol development phase

 Step 1: Short application to determine site
interest and rule out sites that cannot meet
minimum study-specific requirements

 Step 2: Sites that meet minimum requirements
submit a Site Implementation Plan, including
sufficient operational detail to optimize selection

Results in site selection and participant
accrual plan for review and approval by the
Management Oversight Group

P1115 Study Site Application

IMPAACT P1115 is Phase LI, exploratory, proof of concapt study of vary sarly intensive treatmant of
HIV-infected infants to achisve HIV remission. Please referto the sttached schema, which provides an
ovarview of the study design and objectives. The final version of the P1115 protocelis axpectad to be
availabls soon. Inths meantims, the P1115 Protocol Team would liks to initiate ths sits sslsction procass
forthis study.

P1115 is planned to be conductad at IMPAACT sitss worldwide that have the capability to mest the
study’s oparational requirements. To identify participating sitas, a two-step process is plannad. Inthe
first step, the attachad questions will bz answered by sites that would like to participats. Based on

rasponsas racaivad, the Protocol Team will
raquirsments for study participation.

Sites that havs the capability to mest the m;
of regulstory and ethical raviaw submissio
Implementation Plan {SIP) that collzcts ity
the study. ThaProtocol Team will raview
complatz a final site salaction process, whis
anticipatad that a largs numbear of sites will
avery site may be selacted to participats.

For purposas of this application, plsass not:

Cohort1: Infants bomn to HIV-infactad mo
labos and delivery) and ars therafors at higl
or soon after delivery, so as to parmit spaci]
antiratroviral tharapy, within 48 hours of bi
in ths study lone term. If infaction is note
wasks of follow-up.

Cohort2: Infants with at least ons positive
hours of birth and started on ART within 4
plus NVP at a dosz of at lzast § me/day for|
and/or LFV/r. In order for these infants to

ragimesn outsids of the study (priorto enrol]
of birth. Mothars of thase infants may haw

Infants in sither cohort may be formula fad|
ability to anroll infants in zither Cohort 1 o
enroll infants in both cohorts.

Ifvour sitz would liks to be considarad for
Clinical Trial Spacialists, Anne Colatti {ac
(cperlowski@thi360 org) by Wednesday,
should vou have any quastions about the apf

MPAACT

it Mt Pt A AR it Wikt B
-

Site Implementation Plan

As deseribad in the INPAACT P1115 Study Sits Application, a two-stsp procsss is plannad to
selact sites for this study. Your site has sucesssfully complated the first step and is new askadto
complats this Site Implemeantation Plan (SIP), which collzcts datailed operational information on
Lav aspects of the study. Theprotocel team will review =ach SIP, raquast additional information
if neadad, and then complets a final sits sslaction procsss, which is subject to network leadscship
approval. Whils it is anticipatad that a lares number of sitas will be n=edad to succassfully
completz the P1113 study, notevery site may be selectad to participata.

NIAID-Funded Sites: Flsass complsts this document and smail it to the Clinical Trial Specialists,
Anne Colatti (acoletti@fhilf0.o0rs) and Charlotte Parloweski {eparlowskif@fhil60.or8), who will

coordinata reviaw by the team.

WICHD-Funded Sites: Plzasz complate this document and amail it to your Wastat Clinical
Reszarch Assocists. Wastat will complsts an initial ravisw, contact von with any questions or
requests for additional information, and then forward the decument to the Clinical Trial
Specialists, who will coordinate review by the team.

All Sites: Please submit vour complstad SIP by Friday, 11 April 2014. Please also contact Anne
Colstti and Charlotts Perlowski should wou havs any questions about the SIP document or ths site
salaction process.

CRS Number

CRS Name

P1113 Cohorts Planned to be [ Coheet 1
Enrolled at Your Site [ Cohart 2

Predominant Method of Infant
Feeding at Your Site

O Formula fesding
[ Breastfesiing  m—

Typical durafon of brazstfseding:
[#¥] months

Expected Timeframe from First Drug
Regulatory or IRB/EC Submission o

Receipt of all Required Approvals to [ weeks or [XX] months

Begin Study Implementation

Operation
! (IRE:E

5 Genter will be contading you separadely o obizin firther defails on the drrg
z 255 for you For =358 der 3l reviens
erthese will be undersken conewrrently or serially, and tyieal fmeframes for




Section 11, Study-Specific
Pre-Implementation Activities

= Split into two sections:
* Study Opening Requirements (mostly applicable to protocol teams)
* Site-Specific Study Activation

" Recently updated section on site-specific study activation to
include subsections for:

* Delegation of duties log * Study-Specific SOPs
e Financial disclosures * SOPs for regulatory inspection
readiness

® Clinical trials insurance
* Revised and expanded all

* Data management requirements
5 9 additional subsections



Section 16, Training

Human Subjects Protection
Good Clinical Practice
_aboratory Related

Data Management

Research Ethics
Study-Specific
Documenting Training

Figure 16-2. Minimum Topics to be Covered for IMPAACT Study-Specific Trainings

Study Overview including Rationale and Objectives

Study-Related Communications

Informed Consent Considerations

Eligibility Criteria

Screening and Enrollment Process

Study Procedures (covering protocol Section 6 and the Schedules of Evaluation)
Pharmacy and Study Drug Considerations

Data Management Considerations

Laboratory Considerations

Toxicity/Participant Management

Adverse Event and EAE Reporting

If needed, network structure and procedures overview (including deviation reporting)
Other study- or site-specific topics may be added

UmMpAACT

N\ International Maternal Pediatric
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Section 16, Training: Documentation!
A few reminders

\/S|te loRs are responsible for IMPAACT 2040, Phase W/lI Study of Drug X in Children
: : Cohort 1 Overview Webinar
ensuring that study site staff 16 August 2018

members are:
Training Led by: IMPAACT 2040 Protocol Team Members

* Appropriately qualified and Training Content: see attached slide set
trained to carry out their Training Participants: as recorded below
delegated duties AND Printed Name Signature Role on Study
= That all training is Jane M. Doe [ Jor ML . ot |Study Coordinatur
adequately documented Sudh S auloc | Sl {Tayle. Dok Moncce
C‘-‘.lr 1L -H. ;‘I*L -_3;:;{#{1\_}?:1 P 1"‘_\‘-_ . iit’_ 4;\ L{
s N - =5 =%
[“ l'_l 3 {AM\AD rﬁf}. l""_:} ijxﬁ Ly A ESTIgAOd
' T: f PR | T
-:,:1:1-'._"!."4‘.-.13_ ,:L-‘ ) | 71, ‘,r:“‘. r !'_.-' £



Section 16, Training: Documentation!
A few reminders

Recommendations for best practice include:

v Record training in the log as it is completed to ensure completeness and accuracy of
the data.

v This log need not include training that is documented by a completion certificate or
other written documentation.

v The site study staff member listed on each line should sign to verify that the training
has been completed.

v" Number each page and maintain this log in the Essential Documents files.

v Store pages in reverse chronological order, with the newest pages of the log placed
at the front of the section.

v At the conclusion of the study, identify the final page of the log by checking the box
in the footer.



Section 17, Laboratory Considerations

= Comprehensive document
including description of Network
and sponsor lab entities and
process requirements

= Recently updated to update links
and incorporate minor changes
and updates throughout

Figure 17-5. Moving to Back-up Status

Failure of EQA

+ Less than 80% for more than one of the last three panels (pSMILE monitored analytes) or

a status of not approved (IQA or VQA monitored analytes)

Move to Back-up Status

* As defined by the PAL (Submit updated PAL if changes are required)

Re-gualify Assay

* Work with pSMILE/IQANQA and the ILC (NIAID) / Westat (NICHD)

Retumn to use of Primary Testing Laboratory

+ After passing requisite EQA panels and upon approval by ILC (NIAID) / Westat (NICHD)

UmMpAACT
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Section 18, Network Evaluations

= Describes the
process for site
evaluation,
including evaluation
In comparison to
pre-specified
measures and
standards

v’ Protocol implementation timelines
v’ Participant accrual and retention
v’ Clinical data management

v’ Laboratory data and specimen
management

v’ Laboratory quality assurance

v’ Outstanding laboratory critical
action items

v’ Protocol deviations




Appendix |, Unblinding Procedures

= Recently updated to incorporate changes related to access to
and procedures for the Emergency Unblinding Utility on the
DMC Portal were updated in the rows Table I-1 related to
DMC User Support and Site IoR or designee; as well as in
Section 1.5.1

= Currently, only applicable for IMPAACT 2018



What are your questions?
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