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Module 6: Site Selection, Protocol Development and Informed
Consent
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06 _01_010_01 In this module, you’ll learn why stakeholder engagement is a key
factor in trial site selection as well as how to meaningfully involve
stakeholders in the design of trial protocols and the informed
consent process.
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06 02 010 01 Choosing sites for a clinical trial is critical to the trial’s success.
- Click on each tab to learn more.

madenamuizeslaramaionuadialilnaidrdydeanudusazesnu
gkl

n7onnatln tilaFaustia s

06 02 010 02 Site selection is when trial funders, sponsors, or networks
evaluate locations for a clinical trial to take place. Just as the
clinical capacity of a site is seriously considered, its stakeholder
engagement programs should also be a requirement for the
selection process.
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06_02_010_03

More experienced trial sites typically have established
stakeholder engagement plans and programs.
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New trial sites may not have much evidence of stakeholder
engagement, but their demonstrated commitment to stakeholder
engagement should be considered.

anmnielnuy
oaghifindnpunsfuuawmsaimsiiduninmedldidonoudmsua
aaliivindsanugainlumsasnnmsiidmwsnnoadidmldidoanarslasy
MINNTUWUNEUTY

Previous engagement experience is not a guarantee for success.
For example, sites may need to consider their strategies if they
are working with a new population.
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06_02_010_04

Site selectors can consider factors like whether the site develops
stakeholder engagement plans that are closely linked to the
research program, or if the site uses multiple stakeholder
engagement advisory mechanisms, has partnerships with
community-based organizations, or has experience with more
vulnerable populations and related human rights issues.
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Here are a couple of examples of these participatory practices in
action!
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A funding team, when visiting a potential site for a multi-center
trial, speaks directly with the CAB to determine whether their
input is routinely requested and incorporated into the decision
making about recruitment, retention, and informed consent
procedures.
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When applying for research funding, a research team submits a
detailed stakeholder engagement plan with a corresponding
budget that includes dedicated staff members.
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The protocol, a document that outlines every detail about how a
trial is conducted, is developed long before the trial starts.

Tararaanwitodatonarrnasliarmtidenvitnwitouasisgazidoaii
AETUITANLIAUNUINY




Ensuring stakeholder input into trial protocols can be challenging.
Many stakeholders will not have highly specific expertise on
scientific and technical aspects of the trial, and protocols are
often complex documents to review.
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Protocols are often not written in the same place that the trial is
conducted, so opportunities for community stakeholders to
provide input before a protocol is finalized can be limited.
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Stakeholder input, especially about the acceptability of key trial
procedures, may be more relevant with larger trials, and when a
trial involves populations at higher risk of HIV infection.
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Some level of stakeholder review, however, is important for all
trial protocols. Different strategies can be undertaken at different
stages of the protocol development process to ensure that input
has been incorporated, and that the research is feasible,
relevant, and acceptable to the stakeholders and local population
where they are conducted.
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06_04 010 Stakeholders can contribute to protocol development in many
ways. Click on each question to learn how.
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06 05 010 In this activity, you’ll explore strategies for obtaining stakeholder

input in development of a protocol.

2 o

lufianyruil quannsaouiinedrfunagniiig

9
]

viteiiagldanudainsesndugiidruldidsdmsunmiani laseseamive

RV

First, you'll read a hypothetical scenario. Then, you will play the
role of three different research team members and think about
GPP from each perspective.
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Long-acting injectable or L-A-l, drug formulations of PrEP may
offer a more convenient option than taking pills orally on a
regular basis and a way to ensure better adherence. Consider
the body of research required to determine whether this strategy
is safe and effective, and to determine how the intervention
would best be delivered.

PrEP Milundaiiinassuzeivia Long-acting injectable (LAI)
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Consider the following hypothetical scenario. Phase | and Il trials
of LAl have been conducted in various sites and populations, and




results so far have been promising. An efficacy trial is being
planned, to be conducted with a variety of populations at higher
risk of HIV infection. The trial will likely be conducted at existing
LAl trial sites, and may include new sites.
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Now imagine that you are a member of a research team that will
conduct the injectable PrEP efficacy trial.
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For each of the research team roles listed, think about how you
would engage stakeholders in the protocol development process.

Tuumnmasaimihiindsodegnyalunemytiai
nyoniindaisigaasreanusnfionnngugiidmldidslunssuumaia
wilareienuive

Roles include
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(1) head of the global research network
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(2) Community liaison officer at a trial site
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(3) leading national investigator
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Pick a role and answer the question that follows. More than one
response may apply, so be sure to click on each one and read
feedback. Once you are done, choose another role and continue.
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Click one of the three roles now.

NTMINARIUNIINIBIEHUNIIMIATY

06_05_020

You are the head of a research network that is drafting the
efficacy trial protocol and you will coordinate the conduct of trial
sites worldwide
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In each of the countries, you need to identify the most
appropriate trial populations
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06_05_030

Decisions have been made to conduct the LAI PrEP efficacy trial,
funds have been committed, and trial sites have been chosen
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You are the community liaison officer at one of the chosen trial
sites. The lead investigator at your site has asked you to get
feedback on the protocol from community stakeholders
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06_05_040

You are a leading national researcher and you will be overseeing
trial conduct at sites throughout your country
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You sit on the protocol development team and require input on
how to design a large-scale trial that is appropriate for various
regions within your country
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Informed consent is one of the key pieces of ethical trial conduct,
making stakeholder input especially important. Let’s review its
main principles.
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06_06_010 02

Informed consent is a formalized process that gives a person
enough information to make an independent decision whether
or not to participate in the trial.

myzeanudnganlagldfumsuenndn (informed consent)
uduasuinilunanmsnlideyaitiisanatigrfulassmyivouniaua
< v s ' a ' v ) a v
wiialudadulaedraiudassinaimioliinlulasamsive
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In this process, trial site staff members educate prospective
participants about the trial, including the information about the
trial’s purpose, potential risks and benefits, trial procedures,
and what is expected of the participants.
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Keep in mind that informed consent is a trial procedure and an
ongoing process.
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Potential participants receive information about the trial, ask
questions, and discuss it with researchers and others if they
wish.
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They must demonstrate their understanding of all aspects of the
trial before they agree to enroll and sign the consent form.
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Their understanding should be assessed and any questions
should be addressed throughout the course of the trial.
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Participants may also decide to drop out or withdraw from the
trial at any point, even after providing consent to enroll.
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06_06_010 06

Ensuring informed consent or voluntary participation is a complex
aspect of clinical trials, and even more challenging, for
example, in populations with lower levels of literacy.
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06_06_010 A wide range of stakeholders can help research teams develop
locally acceptable and effective informed consent procedures
and materials.
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06 07 010 Here are some examples of how stakeholder input can improve
- the design of informed consent materials and procedures.
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06 08 010 Now that you have a basic understanding of the role of
- stakeholder engagement in these topic areas, take a few minutes
to read the practices in the guidelines.
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Click on the document on the right side of your screen.
nyonatlutenaisneganiisuuninegoaiusasy




06_09_010

In this module, we’ve learned about GPP for site selection,
protocol development, and informed consent. Let’s wrap it up
with one final activity.
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For this activity, we will use a hypothetical scenario about
passive immunization research for HIV prevention. First, let’s
review some basic facts about passive immunization

TuAanyywil
maﬂﬁamummﬁawﬁﬁ'qtﬁmﬁmmﬁﬁmﬁmﬁuqﬁﬁuﬁuﬁlﬁ%’um
(passive immunization) tilomsiloafumatiatiotanled
isnEnnndauiaasadfwiiugiidofugidguiuildsun

Passive immunization refers to a process when pre-made
antibodies, or immune molecules that protect against a specific
pathogen, are transferred into a person.
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Passive immunity is different than preventive vaccination, which
is would cause the body to produce its own antibodies to fight a
pathogen.
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The theory behind passive immunization is that if protective
antibodies are present in a person’s body at the time of
exposure, the individual can avoid infection from the pathogen.
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Passive immunization has been used for the prevention and
treatment of many diseases, such as hepatitis B.

piiduiuildsumngnldvienisilovifunasmysnumansg lsa 1w
Trabfasudnuail

Since 2009, scientists have identified many new antibodies that
are effective at blocking different types HIV in animals and in
humans.
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With this in mind, review the hypothetical scenario that follows
and practice applying what you know about stakeholder
engagement in site selection, informed consent, and protocol
development processes.
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06_09 015
Let's imagine a hypothetical scenario in which scientists have
identified a specific antibody that prevents HIV infection.
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06 _14 010 Congratulations on completing the Module! We’ve covered GPP

for site selection, protocol development, and informed consent.
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There are a number of key resources, including the GPP
guidelines, that explain the material covered in this module in
more detail. Learners are strongly encouraged to review these
materials.
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You can access them through the Resources button located at
the top of your screen.
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When you're ready, continue on to the Module 6 Knowledge
Check.
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Welcome to the Knowledge Check for Module 6. Please read the
instructions on your screen and then answer the questions that
follow.
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Nice job! Click the Exit button to return to the homepage.
Continue on to the discussion forum and then complete the work
assignment.
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06_20 080_b Sorry, but you missed two or more questions. Please review the

module content for questions that you missed, and try again!
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