Guidance for Implementing Safe and
Ethical Index Testing Services

Updated July 13, 2020

Packet of Materials Available
• This slide deck is part of a packet of materials on Safe and Ethical Index Testing available on
PEPFAR’s SharePoint site:
https://www.pepfar.net/sites/indextesting/Shared%20Documents/Forms/AllItems.aspx
• The packet of materials includes:
• This slide deck in PDF form
• All forms and tools referenced in this slide deck (as zipped files). See next slide for
inventory
• These materials were developed and reviewed by the interagency PEPFAR Index and Key
Populations (KP) Communities of Practice
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Inventory of Tools and Implementation Forms
Folder

Tools

Implementation Forms

1. Minimum Standards

CDC REDCap; USAID REDCap

NA

2. Consent

NA

Consent Form

3. IPV Risk Assessment and
Response

NA

IPV Assessment Questions; LIVES
Materials

4. Adverse Events (AE) Monitoring
and Reporting

NA

AE Investigation Form, AE
Reporting Form, Customer
Complaint Form, Index Testing
Sample Register, Patient Rights
Poster

5. Quality Assurance and
Accountability

GBV Quality Assurance Tool; SIMS
Standards

Supportive Supervision Form
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Overview of Index Testing Services in PEPFAR
•

Index testing (aka partner notification or contact tracing): is a case-finding approach that focuses on
eliciting the sexual or needle sharing partners and biologic children of HIV-positive individuals and offering
them HIV testing services

•

All HIV testing services, including index testing, must meet WHO’s 5C standards: consent, counseling,
confidentiality, correct test results, and connection to HIV prevention, care, and treatment services

•

Index testing is a completely voluntary service offered to people living with HIV to assist them with getting
their partner(s) and child(ren) tested for HIV. They are free to accept or decline this service.

•

Index testing should be client-centered and focused on the needs and safety of the index client and his or
her partner(s) and children

•

All recently testing HIV-positive or with recent unsuppressed viral loads must be provided with all available
HIV prevention, care and treatment services, regardless of their decision to participate in partner
notification services

•

Services MAY NEVER be withheld from clients and clients MAY NEVER be pressured into disclosing the
names and contact information of their partner(s)
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Overview of Index Testing Services in PEPFAR (cont’d)
• All providers conducting index testing must be trained on index testing procedures
including Intimate Partner Violence (IPV) screening and adverse event monitoring and
reporting
• A secure environment (e.g. lockable cabinets) must be in place to store patient
information
• While community organizations may play a role in monitoring index testing, the
Implementing Partner is responsible for and required to have an adverse-event
monitoring system in place at all facilities that are funded implemented through
program resources.
Note: See Section on Quality Assurance and Accountability for monitoring and reporting requirements
13-Jul-20
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10 Steps of Index Testing
Step 1. Introduce the concept of Index Testing during pre-test session or PMTCT/ART visit

Step 2. Offer Index Testing as a voluntary service to all clients testing HIV-positive or with a high viral load
Step 3. If client accepts participation, obtain consent to inquire about their partner(s) and biologic child(ren)
Step 4. Obtain a list of sex and needle-sharing partners and biological children <19 with unknown HIV status
Step 5. Conduct an intimate partner violence (IPV) risk assessment for each named partner
Step 6. Determine the preferred method of partner notification or child testing for each named partner/child
Step 7. Contact all named partners and biological children <19 with unknown status using preferred approach
Step 8. Record outcomes of partner notification and family testing
Step 9. Provide appropriate services for children and partner(s) based on HIV status
Step
13-Jul-20
10. Follow-up with client to assess for any adverse events associated with index testing
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Options for Notifying Partner(s) and Child(ren) about HIV Testing
Provider Referral = A counsellor or other health care provider will call or visit
your partner and offer them HIV testing services.
Client Referral = You tell your partner about your HIV and encourage him or
her to come to the health facility for an HIV test.

Contract Referral = You and the counsellor will work together to
notify your partner. You will have 14 days to tell your partner. After
which, the counsellor will contact your partner and offer them HIV
testing services.
Dual Referral = The counsellor/provider will sit with you and your
partner and support you as you tell your partner about your HIV.
13-Jul-20
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What are the Minimum Standards for Safe and Ethical Index
Testing?
All PEPFAR-supported sites must comply with the following minimum standards for safe
and Ethical index testing:
Adherence to 5C’s (consent, confidentiality, counseling, correct test results, and connection to
prevention/treatment)
IPV risk assessment and provision of “first line” response, including safety check and referrals to
clinical and non-clinical services (if not provided on site)
A site level adverse event monitoring and reporting system
Providers trained and supervised on index testing procedures including 5Cs, IPV screening,
adverse event monitoring, and ethics (respect for the rights of clients, informed consent and
‘do no harm’)
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Implementing Safe and Ethical Index Testing Services
• There is no such thing as zero risk; all HIV testing programs involve
some risk
• This level may be increased for index testing due to possibilities for
accidental disclosure of confidential information regarding the client
and his/her partners(s), violations of consent, and other adverse events
• All PEPFAR-supported programs should take steps to implement safe
and ethical index testing services by:
1. Monitoring site and provider-level compliance with minimum
standards for index testing
2. Obtaining informed consent prior to the elicitation interview and
before contacting partners
3. Conducting an IPV risk assessment for each named partner and
providing appropriate services for clients experiencing violence
4. Implementing a robust mechanism for detecting, monitoring,
reporting, and following up on any adverse events associated
with index testing services
5. Utilizing quality assurance and accountability to remediate any
gaps in the provision of index testing services
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Index Testing Services Must meet WHO 5Cs
Minimum Standards for Safe
and Ethical Index Testing
include:
• Meeting the WHO 5Cs by being
consensual, confidential, and include
counseling, correct test results and
connection to treatment or
prevention services AND
• Adhering to core principles of HIV
testing services listed on the right
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Index Testing Services Should Always be Voluntary
• Index testing is a completely voluntary service offered to people living with HIV
to support them in getting their partner(s) and children tested for HIV
• Index testing should be client-centered and focused on the needs and safety of
the index client and their partner(s) and children
• All HIV testing clients, including index clients, should be provided with all
available HIV prevention, care and treatment services, regardless of whether or
not they provide details about their partners.
• Services may NEVER be withheld under any circumstances.
• Clients may NEVER be pressured into sharing the names of their partner(s)
• Clients’ should be informed of their right to decline participation in index testing services
throughout the process, not just during the elicitation interview.

• Clients may opt-out of index testing services FOR ANY OR NO REASON. Clients
do not need to provide a reason for not participating in index testing services.
13-Jul-20
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Index Testing Services Must Remain Confidential
• Confidentiality = protection of personal information
• Both the confidentiality of the index client and all named partners and
children should be maintained at all times.
• The name of the index client should never be shared with the partner
and the partner’s HIV status should never be shared with the index
client (unless consent is obtained from both parties).

• Programs MUST have confidentiality protections in place prior to the
start of index testing services (including safe storage of data)
• Full information about the potential risk for unintended disclosure of
the client’s identity MUST be discussed with the client as part of
obtaining informed consent for index testing services

13-Jul-20
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Index Testing Services Must Protect the Confidentiality of Index
Clients and Contacts
• Whenever possible, names of contacts other than biological children (e.g. sex and
needle-sharing partners) should be kept separate from the names of index clients to
prevent accidental breaches in confidentiality
• One method for doing this is to assign all index clients a unique ID number. This number can
be written in the “comments” section of the HTS register
• This ID number can then be used in place of the client’s name in the index testing register

• Programs may also consider having separate index testing registers for family testing
(spouse and biologic children) and partner notification (extramarital partners, same sex
partners, needle sharing partners, etc.)
• Under NO circumstances should the name of the index client be shared with community
organizations notifying partners out in the community.
• Only information required to contact the partner should be shared with these organizations
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REMINDER: Minimum Standards for Index Testing
All PEPFAR-supported sites must comply with the following minimum standards for safe
and Ethical index testing:
Adherence to 5C’s (consent, confidentiality, counseling, correct test results, and connection to
prevention/treatment)
IPV risk assessment and provision of “first line” response, including safety check and referrals to
clinical and non-clinical services (if not provided on site)
A site level adverse event monitoring and reporting system
Providers trained and supervised on index testing procedures including 5Cs, IPV screening,
adverse event monitoring, and ethics (respect for the rights of clients, informed consent and
‘do no harm’)
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Meeting Minimum Standards for Index Testing (cont’d)
• PEPFAR requires all sites and personnel, involved directly or indirectly with index
testing, to meet minimum standards for safe and ethical index testing
• All IPs serving all populations – including general populations – must verify that each
facility and/or community site providing index testing meet these minimum standards
• COP20 guidance states that ALL sites must be assessed and meet minimum standards
by Oct 1, 2020*
• PEPFAR will work with country teams to ensure that either: (1) existing data confirm
that current HTS provision at sites meets minimum standards or (2) sites are brought
up to standards and assessed using vetted and valid tools
*Given the COVID-19 pandemic, we are aware that site visits may be limited. As per the official COIVD-19 Technical Guidance posted on state.pepfar.gov, all country teams are under chief of mission
authority and movements may be limited. In addition, all IPs and USG staff must exercise and abundance of caution re: site visits. As such, the October 1 deadline is not a strict requirement. Country teams
should keep their S/GAC Chair/PPM and relevant Agency HQ POCs posted on assessment plans and progress.
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Meeting Minimum Standards for Index Testing (cont’d)
• Assessing whether sites meet minimum standards for safe and ethical
Index Testing can be done online or using a paper-based version of the
REDCap tool (REDCap is a free and secure, Web-based application)

• Note that the REDCap tool is not intended for site certification
• Instead, this tool is designed to assess whether sites are meeting
minimum standards (Section 1 of the tool) and to identify program
gaps, remediation and training needs (Sections 2-5 of the tool)
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Meeting Minimum Standards for Index Testing (cont’d)
• There is no requirement that site assessments must be completed only by USG staff.
Assessments may be completed by one individual and/or a team of individuals (e.g.
someone from USG, IP, and CSO).
• PEPFAR programs are also encouraged to include Ministry of Health and other stakeholders
(e.g. Civil Society, community organizations, etc.) as part of the assessment process,
including conducting assessments, sharing gaps, and identifying solutions.
• Summary data from the assessments should be shared with Ministry of Health and other
key stakeholders.
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Assessing Minimum Standards Using REDCap
• REDCap online tool should be completed for each PEPFAR supported site (facility and community)
providing index testing services
• All questions should be administered as written. The only changes permitted include:
• Using country specific terminology to refer to ‘index testing services’
• Adding questions to the existing assessment tool
• Any changes should be reviewed and approved by your HTS ISME/HQ POC
• Each site will receive a score based on the assessment of minimum standards included in Section 1
• Sections 2-5 will not be scored - instead information gathered will be used to further inform quality
improvement efforts for index testing services
• Assessors will need to upload SOPs, job aids, etc. that will be reviewed by IP, HTS in-country POC
and HTS ISMEs
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Assessing Minimum Standards Using REDCap (cont’d)
• The Index and KP Communities of Practice, along with GBV technical experts,
developed an online Minimum Standards Checklist tool in REDCap (Section 1)
• CDC’s REDCap tool is available here: https://is.gd/indextestingcert
• USAID is available here: https://redcap.link/64a2cet8

• The REDCap Tool can be printed should sites want to fill out on paper before
entering electronically
• IPs can use this tool for the assessment or create their own Excel or paperbased tool
• However, any tool created should include the same minimum standards (see Section 1 of
the REDCap tool) and should be approved by the Chair/PPM in consultation with HTS
ISME prior to use at sites
13-Jul-20
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Assessing Minimum Standards Using REDCap (cont’d)
At the Start of the Site Assessment:
• Ensure both the assessor(s) and staff who are answering questions are the most
knowledgeable about index testing services at that site
• Emphasize that the site assessment is designed to optimize quality of index testing
services
At the End of the Site Assessment:
• Site staff should always be provided same-day feedback that includes:
• Specific areas of optimal performance/best practices and areas for improvement
• Significant breaches of policy or procedure that were observed should be brought to
the attention of site and IP leadership
• Informing staff that a remediation plan will be developed to address any minimum
standards that are not achieved
• Sharing copy of completed assessment with the site
21

REDCap Tool Sections
• Section 1: Minimum Standards Checklist*
• Section 2: Index Testing Training and Post-Training Evaluation
• Section 3: Intimate Partner Violence/Gender-Based Violence Training
• Section 4: Community Engagement
• Section 5: KP, PLHIV and Young People Considerations

*Assesses compliance against Minimum Standards for Safe and Ethical
Index Testing

13-Jul-20
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Section 1: Checklist (33 questions)

Site Assessment Tool for Index Testing Minimum Program Standards

• 1.1. Counseling – 4 questions

• 1.2. Informed Consent – 5
• 1.3. Confidentiality – 6

• 1.4. Connection to Services – 2
• 1.5. IPV Risk Assessment – 6
• 1.6. Training and Supportive
Supervision – 4
• 1.7 Adverse Events Monitoring
and Response – 6

13-Jul-20
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Documents can be uploaded by
the assessor. All documents
from a facility will be stored in
one file together with the final
survey answers.
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Assessor can return to
the tool at any time.
13-Jul-20
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REDCap Tool Summary

13-Jul-20

• A minimum standards
score will be given at the
end of the questionnaire
• If checklist score < 33,
the minimum
requirements at this
facility/site has not been
met.
• A remediation plan must
be developed to achieve
the minimum standards.
Be sure to include a
timeline and person
responsible.
• Survey data can also be
saved and downloaded in
PDF.
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What if sites do NOT Meet Minimum Standards for Safe and
Ethical Index Testing?
• Sites not meeting all minimum standards must take immediate steps to
ensure they are able to meet these standards by the end of fiscal year 2020

• In coordination with the USG point of contact (POC), the IP will establish a
remediation plan that is actionable and timebound
• If the issue is specific to individual provider(s), the implicated provider(s)
should not conduct index testing/counseling until they have been re-trained
and the issue or issues are corrected.
• It is possible that a provider will not be allowed to conduct index
testing/counseling at all if remediation proves unsuccessful
See final Section on Quality Assurance and Accountability
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Informed Consent Must Be Obtained Prior to
Eliciting the Names of Contacts and Before Partner Notification
Sections

Key Messages

Instructions: Health care worker should use this
script to obtain consent for index testing services

What Are Index Testing Services?

If they agree to participate, we will ask the names and
contact information of their partner(s) and child(ren)

They can choose one of four options to get their
partner(s) and child(ren) tested for HIV

They can choose different options for different
partner(s)
13-Jul-20

30

Informed Consent Must Be Obtained Prior to
Eliciting the Names of Contacts
Sections

Key Messages

Index Testing Services Are Completely Voluntary

Index Testing Services Are Confidential

What Are the Risks Associated with Index Testing?

13-Jul-20
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Informed Consent Must Be Obtained Prior to
Eliciting the Names of Contacts
Sections

Key Messages

What Are the Benefits Associated with Index Testing?

Provide an Opportunity to Ask Questions

Obtain Consent for Participating in Index Testing Services

Note: Consent can be verbal or written, depending upon your national guidelines
13-Jul-20
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Obtain Consent to Contact Partner if Client Chooses Contract or
Provider Referral
• Contract referral, “I plan to tell my partner about my HIV and refer him (or her) to
this facility (or site) for HIV testing within 14 days of today’s date. If I am unable to
do this within 14 days, I give permission for the counselor to telephone my
partner and offer them an HIV test. I understand that while all services are
confidential and my partner will not be given my name, there is a risk of
accidental disclosure or that my partner will attempt to guess my identity.”
• Provider referral, “I give consent for the counselor to telephone (or visit) my
partner and offer them an HIV test. I understand that while all services are
confidential and my partner will not be given my name, there is a risk of
accidental disclosure or that my partner will attempt to guess my identity.”

13-Jul-20
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Track Reasons Why Clients Decline Index Testing Service
• Programs should track why clients decline index testing services, but keep in mind that
clients are NOT required to provide a reason (as described in example consent form)
• Some reasons, to adapt as needed, include:
•
•
•
•
•
•
•
•

13-Jul-20

Declined to answer/no reason given
No time for elicitation interview
Do not believe services are confidential/afraid partner will learn my identity
Afraid of intimate partner violence/abandonment by partner
Partner is already stable on treatment (confirmed by counselor)
Partner lives/works far away
Clinic hours are inconvenient for my partner
Other, specify__________________________
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Example from PEPFAR/Central America

37%
Not interested in
service

9%
Main reasons for index
testing opt out,
Central America VICITS
sites,
Oct 2017 to Jun 2019
N:295 index cases who opted out

Fear of partner
knowing his/her
HIV status

6%

18%
Reported no
sexual partners
in last 12
months

9%
Fear of intimate
partner violence*

Partner lives in
another
city/country

*This represents 3% of all index cases in the reported period.
13-Jul-20
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REMINDER: Minimum Standards for Safe and Ethical Index
Testing
All PEPFAR-supported sites must comply with the following minimum standards for safe
and Ethical index testing:
Adherence to 5C’s (consent, confidentiality, counseling, correct test results, and connection to
prevention/treatment)
IPV risk assessment and provision of first line response, including safety check and referrals to
clinical and non-clinical services (if not provided on site)
A site level adverse event monitoring and reporting system
Providers trained and supervised on index testing procedures including 5Cs, IPV screening,
adverse event monitoring, and ethics (respect for the rights of clients, informed consent and
‘do no harm’)
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Why Do We Conduct Intimate Partner Violence (IPV) Risk
Assessment?
• Screening for IPV risk and provision of immediate response to any disclosure of violence
is a standard operating procedure for index testing services
• The primary goal of the IPV risk assessment is to ensure no harm comes to the index
client, their partner(s), or family members as a result of index testing services
• The IPV risk assessment also allows us to identify and link PLHIV experiencing violence
to GBV response services. This can help improve adherence and retention among these
clients

13-Jul-20
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How Do We Conduct IPV Risk Assessment?
• Clients should be asked about their experience or fear of violence for each named partner
• You can use the introductory script below to introduce the topic:
“Many people experience problems with their spouse or partner, or someone else
they live with. This may include violence. Violence from a partner can negatively affect
your health and because I care about your health, I want to ask you the following
questions before we talk about partner notification. I want you to know that I will
keep anything you tell me between us, unless you give me permission to share it.”

13-Jul-20
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How Do we Conduct IPV Risk Assessment? (cont’d)
• The provider asks about violence using a
standard set of IPV screening questions.
• A sample tool (below) using WHO validated
questions can be found at:
https://www.pepfarsolutions.org/tools2/2018/4/11/index-and-partner-notificationtesting-toolkit

• Country teams should feel empowered to
develop and validate their own IPV
screening questions based on their data
and context
• For example, if a team wants more focus on
emotional IPV, they could use questions
from the Violence Against Children and
Youth Surveys (VACS), validated by CDC:
Has [partner’s name] ever done any of these things to you:
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•

insulted, humiliated, or made fun of you in front of others?

•

kept you from having your own money?

•

tried to keep you from seeing or talking to your family or
friends?

•

kept track of you by demanding to know where you were
and what you were doing?
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What If the Client Says Yes to a Screening Question?
• A client’s safety is the most important factor in determining if they should
participate in index testing services

• If any client discloses violence, the first priority is to provide a
compassionate first line response, including safety checks and referrals to
GBV-related services
• All decisions about partner notification should ultimately be up to the client
• However, providers should recommend to the client that partner notification
not proceed in cases where there is a risk of violence

13-Jul-20
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Offer First-Line Support if the Client Discloses Violence
• First-line support is a practical, survivor-centered, empathetic counseling approach. It is
the immediate care given to an index client who has experienced violence upon their
first contact with the health or criminal justice system.
• First-line responds to the client’s emotional, physical, safety and support needswithout intruding on their privacy, and is also a component of clinical post-violence care.
• Often, first-line support is the most important care that you can provide. Even if this is all
you can do, you will have greatly helped your client.

• First-line support has helped people who have been through various upsetting or
stressful events, including anyone subjected to IPV.

13-Jul-20
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Key components of First-Line Support
The WHO defines first-line support using the acronym “LIVES”:

L
I
V
E
S

ISTEN

Listen closely with empathy, no judgement

NQUIRE

Assess and respond to the client’s needs and concerns –
emotional, physical, social, and practical

ALIDATE

Show the client you believe and understand them

NHANCE SAFETY

Discuss how to protect the client from further harm

UPPORT THROUGH
REFERRALS

Help connect the client to appropriate services, including social
support. For KPs, this should only include KP-friendly services

Adapted from WHO Clinical Handbook (2014)
13-Jul-20
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How to Assess Client Safety If the Client Discloses Violence
• The following questions can be used by the provider to assess the client’s safety:
• Has the physical violence happened more often or gotten worse
over the past 6 months?
• Has that person(s) ever used a weapon or threatened you with a weapon?
• Is that person(s) violently and constantly jealous of you?
• Has that person(s) threatened to kill you?
• Do you believe that person(s) could kill you?
• [For female clients], has that person(s) ever beaten you when you were pregnant?

• If the client responds yes to any of these question, it may not be safe for the client to return home.
• The provider should make appropriate referrals and help the client to make a safety plan
• Referrals can include shelter or safe housing
• The safety plan should include a safe place where the client can go (such as a friend’s home or church).

• The provider’s response should not cause further trauma to the client; the client’s decision on
whether or not to involve the police or accept a referral should be respected at all times
13-Jul-20
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Role of the Index Testing Provider
• Providers should be trained in LIVES and how to ensure
respectful, sensitive communication with clients
• The client is the expert on their situation. Explore the
client’s options and respect their wishes
• Speak to the client respectfully with kindness and
empathy, not blame
• Empower the client to ask for support
• Have a list of referral services available to support index
clients who have experienced violence
• When possible, include location of referral, proximity to
the facility and information on transport support options

Adapted from WHO Clinical Handbook (2014)
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• Know the resource a client is being referred to – quality
matters
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Index Testing Should NOT Be Offered if the Site Is Unable to
Inquire about IPV and Respond Appropriately
• Minimum requirements for the IPV Risk Assessment include:
• A private setting, where confidentiality is ensured
• Index training providers have been trained how to ask about IPV and how to respond
• A protocol or standard operating procedure is in place which outlines the roles and
responsibilities of site staff if an index client discloses violence
• A standard set of questions for asking about IPV
• Index testing providers have the ability to provide first-line support: Listening, Inquiring,
Validating, and Enhancing safety and Support through referrals
• A system for referrals is in place for clients experiencing violence

• If any of these minimum requirements is not met, then the site does not have
the ability to conduct the IPV risk assessment and index testing services
should not be offered.
Also see final section on Quality Assurance and Accountability
13-Jul-20
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Client tests HIV+

Partner notification
services are offered
and accepted

Provider conducts the
IPV Risk Assessment,
asking a standard set
of questions about
IPV for each partner
listed

Key Steps for IPV Risk
Assessment and
Response

Violence is
NOT
disclosed or
suspected

Violence is
disclosed or
suspected

Continue with
partner
notification
Offer First-line
Support (LIVES):
Listen
Inquire
Validate
Enhance Safety
Support

Provider recommends they do
not notify partner.
If clients specifically requests
partner notification, will the
client be safe?
YES

Continue with partner
notification. Consider methods
that do no require disclosure.

Follow-up with
client about any
adverse events
after partner
testing

Refer the client to
GBV response
services, as
appropriate

NO

Do not move forward
with partner
notification.
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REMINDER: Minimum Standards for Safe and Ethical Index
Testing
All PEPFAR-supported sites must comply with the following minimum standards for safe
and Ethical index testing:
Adherence to 5C’s (consent, confidentiality, counseling, correct test results, and connection to
prevention/treatment)
IPV risk assessment and provision of “first line” response, including safety check and referrals to
clinical and non-clinical services (if not provided on site)
A site level adverse event monitoring and reporting system
Providers trained and supervised on index testing procedures including 5Cs, IPV screening,
adverse event monitoring, and ethics (respect for the rights of clients, informed consent and
‘do no harm’)
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What is An Adverse Event?
• Adverse Event = an incident that results in harm to the client or others as
a result of their participation in index testing services.
• Harm includes: any intended or unintended cause of physical, economic,
emotional or psychosocial injury or hurt from one person to another, a
person to themselves, or an institution to a person, occurring before,
during or after index testing services.
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Adverse Event Categories
Severe =
1. Threats of physical, sexual, or emotional, harm to the index client, their partner(s) or
family members, or the index testing provider
2. Occurrences of physical, sexual, or emotional harm to the index client, their sexual or
drug-injecting partner(s) or family members, or the index testing provider
3. Threats or occurrences of economic harm (e.g. loss of employment or income) to the
index client, their partner(s) or family members
4. Withholding HIV treatment or other services
5. Forced or unauthorized disclosure of client or contact’s name or personal information
6. Abandonment or forced removal of children < 19 years old from the home
Serious =
1. Failure to obtain consent for participation in index testing and/or for notifying partners
2. Health site-level stigma or criminalization (e.g. sharing personal information about
KP/PLHIV seeking care with the criminal justice system)
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Monitor Consent, IPV and Other Adverse Events (AE)
• Ensure forms are available at the facility or site for staff to
document and monitor consent, IPV, and frequency of AEs
• Flag sites with unusually high acceptance of index testing
services for a supportive supervision monitoring visit to
ensure index testing is being offered as a voluntary service
• Actively monitor reasons for refusing index testing services,
prevalence of IPV and other AEs (e.g. confidentiality
breaches, stigmatization, coercive tactics, etc.) for
improvement
• Investigate each reported AE and follow-up
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What is Included in an Adverse Event Monitoring System?
Site Level
Monitoring

Adverse
Event
Monitoring
System
Community
Monitoring
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Client
Feedback
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Site Level Monitoring
• Facilities should routinely ask index clients if they
experienced any adverse events following participation in
index testing services
• Suggested question, “In the time since you participated in
index testing services, did you experience any harm from
your partner, health care provider, or anyone else at this
facility [or site]? This includes physical, emotional, sexual, or
economic harm?”

• This follow up should be done during the client’s first 2-3
clinic appointments OR through follow-up (phone or
otherwise) 4-6 weeks following testing of client’s
contact(s). Note: an unintended negative outcome as
result of HIV disclosure could still occur in the future and,
as such, follow up should occur while all contacts are being
actively traced

• All reports of adverse events should be documented
13-Jul-20
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Action item:
1. Ensure that Index Testing register has an IPV Risk
assessment section for each named contact

Action item:
2. Ensure that Index Testing register has an
adverse event monitoring section

Action item:
3. Use this information to track number of contacts not tested/traced due to IPV risk concerns and
number and type of adverse events associated with index testing services
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Notify Index Testing Clients of Their Right to Receive Quality
Services
• Sites should notify clients of their
right to receive quality index testing
services
• They should also be informed of their
ability to make a complaint if these
rights are violated
• This can be done through posters in
waiting/exam rooms, patient
handouts, and other educational
materials
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Establish Channels for Client Feedback
Index clients should be provided multiple
pathways for issuing concerns or
complaints regarding index testing
services. These include:
•
•
•
•
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Suggestion boxes within health facilities
Hotlines
Online submissions
Client surveys
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Community Advisory Boards Can Assist Clients Make Complaints
• Community Advisory Boards (CABs) are made up of community
leaders and people living with HIV. They can act as a liaison between
the community and facility
• The CAB can make an adverse event complaint on the client’s behalf if
the client does not feel comfortable making the complaint alone
• USG and IPs should consider establishing CABs to support quality
improvement and adverse event monitoring
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Clients Who Experience Adverse Events Should Be Linked to
Appropriate Services
Medical
Support
Psychosocial
Support and
Counseling

Legal Support

Intimate Partner
Violence Services

Social Support
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Investigating Reports of Adverse Events
• All reports of serious or severe adverse events (from site monitoring,
community monitoring, and/or client feedback) MUST be investigated
• Follow-up steps and actions should be identified to prevent similar
adverse events from occurring in the future
• Investigations into IPV should not be investigated like other adverse
events due to confidentiality and existing laws/policies that may require
specific legal steps to be taken (including forensic exams). Instead,
investigations should focus on whether all procedures were followed
(e.g. risk assessment, LIVES, appropriate referrals, etc.) to protect the
safety of the client.
• If an adverse event is determined to be a result of a provider’s failure to
abide by the minimum standards for index testing, he or she should
immediately stop offering services until remedial actions can occur
Also see final section on Quality Assurance and Accountability
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Example Framework for Monitoring and Reporting Adverse Events
SIMS
Standards
USG Site visits

OU-LEVEL

CBO monitoring activities (may be
community-led)

II. USG/IP Monitoring

III. Community Monitoring

Serious or Severe Adverse Event

Counseling (pre-test info), IEC
Online, paper or person report

IV .Client Report

Level 1:
Adverse Event
Monitoring

Severe: Violence, Withholding TX, Confidentiality Breach
Serious: Lack of Consent, Discrimination, Criminalization

Site Manager Completes Adverse Event Investigation Form and Notifies
Stakeholders within 2-4 Business Days of Receiving the Report

Implementing Agency

13-Jul-20

Implementing Partner

Stakeholders Agree
on Remediation Plan

Example
Inputs

Level 2: Adverse
Event Investigation

Ministry of Health
Level 3: Remediation
Plan Developing with
Communication Back to
Community and Site
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ACTION/RESPONSE

SITE-LEVEL

I. SIMS

Minimum Standards Checklist
IPV Screening in place
Systematic monitoring for AE

5. Quality Assurance and Accountability
1. Monitor
Compliance
with
Minimum
Standards

5. Quality
Assurance
and
Accountability

Safe and
Ethical Index
Testing
Services

4. Adverse
Event
Monitoring
and Reporting
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2. Obtain
Informed
Consent

3. Intimate
Partner
Violence Risk
Assessment
and Service
Provision
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REMINDER: Minimum Standards for Safe and Ethical Index
Testing
All PEPFAR-supported sites must comply with the following minimum standards for safe
and Ethical index testing:
Adherence to 5C’s (consent, confidentiality, counseling, correct test results, and connection to
prevention/treatment)
IPV risk assessment and provision of first line response, including safety check and referrals to
clinical and non-clinical services (if not provided on site)
A site level adverse event monitoring and reporting system
Providers trained and supervised on index testing procedures including 5Cs, IPV screening,
adverse event monitoring, and ethics (respect for the rights of clients, informed consent and
‘do no harm’)
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Quality and Accountability in Safe and Ethical Index Testing Services
Define minimum quality standards for index testing services
Ensure compliance with minimum standards to demonstrate that
index testing services meet international quality standards
Proactively monitor providers and sites on an ongoing and routine
basis (incl. MER and SIMS) to identify and remediate concerns
Review and act on data in a routine and timely manner for
improvement and to promote accountability
Encourage a multidisciplinary team approach to problem-solving,
integrated data use and quality assurance
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Tools for Quality Monitoring, Accountability and Action
No single data source provides the complete picture on quality and accountability of index
testing services. As such, tools referenced here and included in packet, include:

•
•
•
•
•
•

Minimum Standards Checklist for Providers and Sites (see previous section)
Supportive Supervision and Mentoring Tools for Index Testing
GBV Monitoring and follow-up action tool
Adverse Events Monitoring and Reporting Tools (see previous section)
Monitoring Evaluation and Reporting (MER) Indicators
Site Improvement Through Monitoring System (SIMS) Core Essential Elements (CEEs) or
Standards
• Community-monitoring (using mystery shoppers, beneficiary interviews etc.)
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Monitoring Quality Through Supportive Supervision
• IPs should directly observe the elicitation
interview and provider notification field
visits at least every 6 months to ensure
that counselors are conducting these
services in a safe and ethical manner
• Providers should be given immediate
feedback, with suggestions for
improvement
• Providers failing to offer quality services
should be re-trained and/or reassigned
other duties
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Best Practices for Accountability in Supportive Supervision
• Having trainees “shadow” an experienced counsellor for 2-4 weeks for on-site learning
opportunities

• Using experienced counsellors to mentor counselors who are struggling
• Routinely observing index testing providers and providing feedback on their performance,
including completeness of their records
• Offering daily, weekly or monthly opportunities for counsellors to share difficult cases and
learn from each other (case conferences either in-person or virtually)

• Rotating counsellors experiencing burn-out back to regular counselling duties
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Monitoring Quality and Accountability Through GBV QA Tool
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Monitoring Quality Through SIMS Core Essential Elements
Using existing and new SIMS Core Essential Elements to monitor and improve quality of
services related to minimum standards for safe and ethical index testing

Existing CEEs
• Site Level
•
•
•
•
•
•

Confidentiality of services
Partner Services
Patient Rights
Supportive Supervision
Patient Rights, Stigma and Discrimination
Client-Centered Services (e.g. services are
stigma-free)
• Post-GBV Care Provision

New CEEs Added
• Above Site
• Index Testing in HTS National Guidelines

• Site Level
• Index Testing Training and Supportive
Supervision
• Monitoring Adverse Event from Index Testing
• Secure Handling and Storage of Index Testing
Data
• Intimate Partner Violence Risk Assessment and
Support
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Routinely Integrating SIMS and MER data
• Example integration of site level SIMS and site level MER data is provided in the next two
slides (from PEPFAR Panorama – available beginning in FY20 Q2)

• This demonstrates how detailed site level data about quality standards (measured through
SIMS) can be analyzed against MER HTS_INDEX cascade data for those same sites
• Such analysis can contextualize MER and SIMS data, and reveal gaps and areas for
remediation and improvement
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Ex: Monitoring Safe and Ethical Services Through SIMS and MER

Available in PEPFAR Panorama in FY20 Q2
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Ex: Monitoring Safe and Ethical Services Through SIMS and MER

Available in PEPFAR Panorama in FY20 Q2
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Accountability for Implementing Partners
• The IP should assign an index testing point of contact (POC) within their team to oversee
index testing services across all supported sites
• The IP POC serves as the main counterpart responsible for:
• ensuring all PEPFAR-supported sites meet minimum standards for index testing

• monitoring and reporting any adverse events to the USG Testing Advisor within 2-4
business days
• liaising with community organizations about index testing services at the facility/site level
• While community organizations may play a role in monitoring index testing, the IP and IP POC
is responsible for and required to have an adverse-event monitoring system in place at all
facilities that are funded implemented through program resources.
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• Monitoring and improving
the quality of Index Testing
services is the responsibility
of USG and IPs
• However, where resources
and community interest
allow, PEPFAR teams should
work with civil society
organizations and PLHIV
networks to monitor index
testing services to ensure
they meet the needs of
beneficiaries

Community Led-Monitoring Can Be Another
Important Component for Monitoring the
Quality of Index Testing Services

• See PEPFAR Solutions
Platform for example tools
and frameworks

Accountability, Review and Action
• IP Work Plans: Inclusion of minimum standards for safe and ethical Index Testing and
concurrent monitoring plan in IP-level work plans

• Rapid action: USG and IPs will develop rapid action and time-bound remediation plans to
address any site level challenges identified through REDCap assessments AND on-going
monitoring/QA activities
• Frequent Engagement among IPs, USG staff, CSOs and Sites: PEPFAR teams will review all
relevant monitoring, remediation and implementation data with all stakeholders at least
monthly
• Quarterly Reporting on POART calls: USG teams will provide summary data on POART
calls, focusing on use of these data for action through follow-up and remediation
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Thank you!

