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DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR DISEASE CONTROL AND PREVENTION
National Center for HIV/AIDS, Viral Hepatitis, STD, and TB Prevention
Division of Tuberculosis Elimination

Advisory Council for the Elimination of Tuberculosis
December 4 -5, 2012
Atlanta, GA

Minutes of the Meeting

The US Department of Health and Human Services (HHS) Centers for Disease Control and
Prevention (CDC), National Center for HIV/AIDS, Viral Hepatitis, STD and TB Prevention
(NCHHSTP) Division of Tuberculosis Elimination (DTBE) convened a meeting of the Advisory
Council for the Elimination of Tuberculosis (ACET) on December 4 and 5, 2012, in Building 8 of
CDC's Corporate Square Campus, Conference Room A/B/C, in Atlanta, Georgia.

Call to Order, Welcome, and Roll Call: December 4, 2012

Shannon Jones lli

Deputy Director

City of Austin/Travis County Health Human Services Department
ACET Chair

Mr. Jones called the meeting of ACET to order at 8:38 am on Tuesday, December 4, 2012. He
welcomed the meeting participants, especially the new members of ACET. He reminded ACET
members and presenters to be timely in their presentations, questions, and responses and to
adhere to the meeting protocol. He asked ACET members to begin crafting their resolutions for
the next day’s business meeting in order to maximize their time.

Hazel D. Dean, ScD, MPH

Deputy Director, NCHHSTP

Centers for Disease Control and Prevention
ACET Designated Federal Officer

Dr. Dean reminded the group that all ACET meetings are open to the public, and all comments
made during the proceedings are a matter of public record. She asked ACET members to be
mindful of potential conflicts of interest identified by the CDC Committee Management Office
(CMO), and instructed them to recuse themselves from participating in voting or discussion on
matters with which there are conflicts of interest. She then requested that ACET members
declare any conflicts of interest. Dr. Jane Carter declared that she is the sitting president of the
International Union Against Tuberculosis and Lung Disease. No other conflicts were declared.
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Dr. Dean welcomed and introduced the following new ACET members:

O Barbara Cole, RN, MSN, PHN
O Robert C. Horsburgh, Jr., MD, MUS

She then welcomed new ACET liaison and ex officio members and ACET alternates:

O Jon Warkentin, MD, is a new ACET liaison representative representing the National
Tuberculosis Controllers Association (NTCA).

James Mancuso, MD, DrPH, US Department of Defense (DoD) attended the meeting on
behalf of Dr. Naomi Aronson.

Dr. Linda Danko was present on the telephone on behalf of Dr. Gary Roselle with the US
Department of Veterans Affairs (VA).

Lisa Delaney was in attendance, replacing Dr. Jon Halpin with the National Institute for
Occupational Safety and Health (NIOSH).

Eddie Hedrick, BS, MT (ASCP), CIC, is a new ACET liaison representative representing
the Association for Professionals in Infection Control and Epidemiology (APIC).

Jennifer Rakeman, PhD, is a new ACET liaison representative from the Association of
Public Health Laboratories (APHL).

o O 0 O O

Dr. Dean noted other updates regarding ACET membership:

Q Dr. Litien Tan is leaving the American Medical Association (AMA). A new ACET liaison
from AMA will be identified.

U Dr. Catherine D. Torres is no longer representing the Association of State and Territorial
Health Officials (ASTHO). ASTHO will name a replacement.

Dr. Dean conducted a roll call of ACET members, ex officio members, and liaison
representatives. She established that a quorum was present.

National Center for HIV/AIDS, Viral Hepatitis, STD, and TB Prevention
Program Progress Reports

DTBE Director’s Report

RADM Kenneth Castro, MD
Director, Division of Tuberculosis Elimination / NCHHSTP
Centers for Disease Control and Prevention

Dr. Castro acknowledged the work of DTBE staff in contributing materials for the Director’s
Update to ACET. He reported the following personnel changes within DTBE:

U Senior Public Health Advisors Greg Andrews and Joe Scavotto have retired.

U Dr. Elsa Villarino has accepted a position in Mexico with CDC’s Division of Global
Migration and Quarantine (DGMQ).

U Dr. Heather Menzies has accepted a position with the Division of Global HIV/AIDS
(DGHA) in Namibia)

O Dr. Brian Baker has accepted a position in Los Angeles County.

U Lindsay Kim is now in the Respiratory Diseases Division.
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Dr. Sarita Shah was an Epidemic Intelligence Service (EIS) Officer with DTBE and has
returned to DTBE in the International Research and Programs Branch (IRPB).

Dr. David Yost is a new medical officer with DTBE in Puerto Rico.

Ms. Nydia Palacios is a Public Health Associate in Houston.

Curtis Allen is the new Webmaster in DTBE’s Communications, Education, and
Behavioral Studies Branch (CEBSB)

New EIS Officers are Drs. Niki Alami, Chimeremma Nnadi, and Courtney Yuen.

O 000 O

Five Tuberculosis Regional Training and Medical Consultation Centers (TB RTMCCs) have
been funded for a five-year funding cycle from January 2013 through 2018, pending the
availability of funds. The centers are:

O Curry International Tuberculosis Center (CITC) in San Francisco, California

O Heartland National Tuberculosis Center (HNTC) in San Antonio, Texas

U Mayo Center for Tuberculosis in Rochester, Minnesota

O New Jersey Medical School Global Tuberculosis Institute (GTBI) in Newark, New Jersey
O Southeastern National Tuberculosis Center (SNTC) in Gainesville, Florida

The awards call for a reconfiguration of the states that are serviced by the RTMCCs. The
centers’ primary activities include continuing to provide training and technical assistance to
increase human resource development. The US faces a significant challenge in retaining the
repository of expertise in tuberculosis (TB) as cases decline. The centers will also develop TB
educational materials and products and provide medical consultations to TB programs and
medical providers anywhere in the US.

DTBE has updated the Core Curriculum on TB, which will be available both online and in print in
early 2013. The updates include 2011 surveillance data; the new 12-dose regimen for latent TB
infection (LTBI); the new smear classification table, and minor corrections to the 2011 edition.

The TB Program Manager Course has been available for several years. DTBE has developed
methods for conducting a needs assessment on the course and will apply those results to
reconfigure it. The next course will take place in January 28 — February 1, 2013, at CDC'’s
Global Communications Center (GCC).

The TB Education and Training Network (TB ETN) and TB Program Evaluation Network (TB
PEN) held their conference in Atlanta, Georgia, in September 2012. Efforts to link the ETN and
PEN have been successful. The next ETN/PEN Professional Development Workshop will be
held in June 2013 and will focus on the development of education, training, and evaluation skills
as well as providing network opportunities and highlighting education, training, and evaluation
activities.

Regarding surveillance, December 31, 2012 marks the end of the two-year collection of LTBI
data from the National Health and Nutrition Examination Survey (NHANES). The last collection
of LTBI data from NHANES occurred in 1999 — 2000. The NHANES sample is comprised of
non-institutionalized persons. Collection of data on institutionalized persons needs to take place
in another manner. The final data will be released in the third quarter of Fiscal Year (FY) 2013.
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The National Tuberculosis Indicators Project (NTIP) will continue to collect data that will be used
for the funding formula. The TB burden, or needs-based formula, will continue at least until
2013. That formula is 80% needs-based and 20% performance-based. This program is the first
at CDC to include a performance element in the formula. This new approach is promising, but
DTBE is mindful of potential unintended consequences and a desire to reward programs that
are doing well.

Ongoing TB cluster and outbreak investigations include sites in:

O Jacksonville, Florida, in a homeless community
U Dallas, Texas, in a corrections setting
O North Dakota, in a Tribal Nation

DTBE continues to provide monitoring and investigative services of instances of severe hepatitis
associated with the 12-dose regimen for LTBI. The division will review the results of recently-
completed investigations. An internal medical board assesses the objective information and
adjudicates the likelihood that the hepatitis was associated with the regimen.

Version 2.0 of CDC’s Molecular Detection of Drug Resistance (MDDR) Service started in
January 2012. The service accepted specimens in addition to isolates. The service has been
operative since September 2009 and has achieved over 1000 referral submissions as of
November 2012. In cooperation with APHL, regional training targeting clinical service
laboratorians is occurring in Pennsylvania and New Mexico and is planned in Los Angeles. The
training focuses on specimen processing, handling, and transport; Acid-Fast Bacilli (AFB)-smear
microscopy; and biosafety. DTBE initiated a cooperative research effort with the National
Institute of Allergies and Infectious Diseases (NIAID) at the National Institutes of Health (NIH) to
better understand the ability to reliably test for pyrazinamide (PZA) resistance. PZA has a
pivotal role as new regimens for drug-susceptible and drug-resistant TB are developed.

The Tuberculosis Epidemiologic Studies Consortium (TBESC) has been reconfigured with a
new focus on LTBI. A pilot study from July — September 2012 enrolled 460 persons from 10
partner sites. The participants are 85% foreign-born and 9% HIV-positive, with a median age of
28. Overall, 45% of the participants are positive on more than one diagnostic test for TB: 41%
are Tuberculin Skin Test (TST) positive, 26% are QuantiFERON-TB test (QFT) positive, and
16% are T-SPOT® positive. It is critical to understand LTBI if TB is to be eliminated.

Dr. Castro summarized clinical research activities of interest. Study 26 was a randomized trial
that established the efficacy of the 12-dose regimen for LTBI consisting of a three-month, once-
weekly regimen of isoniazid and rifapentine. The study continues to enroll HIV-infected
individuals and children. Preliminary data were presented during the International AIDS
Conference (IAC) in July 2012, and during the Infectious Diseases Society of America (ISDA)
Conference in October 2012. Planning is ongoing for a possible Phase Three rifapentine trial
and for a possible Phase Two novel regimen in drug-susceptible TB.
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presentations have been proposed for the Conference on Retroviruses and Opportunistic
Infections (CROI) in Atlanta in 2013.

DTBE is preparing for World TB Day activities in March 2013. The activities will be consistent
with the World Health Organization’s (WHO) theme.

The FDA'’s Anti-Infective Drugs Advisory Committee (AIDAC) reviewed and approved an
application for the approval of bedaquiline in persons with multi-drug resistant TB (MDR-TB). It
is unclear what FDA will do, as there are questions about the safety of bedaquiline. If the risks
are outweighed by the benefits of having access to the drug for persons who really need it, then
guidelines will need to be developed for its potential use in the US. Dr. Castro hopes to work
with FDA to gather information to engage in scenario-based planning. DTBE is prepared to
collect and monitor data on the safety of bedaquiline, as called for by AIDAC. DTBE will also be
able to collect isolates and monitor for the emergence of resistance to bedaquiline. Further,
DTBE and CDC will continue to support WHO and global policy for the use of new drugs.
Additional issues will emerge as new agents are reviewed. One of the side effects of these new
drugs is the promulgation of the electrocardiographic QT segment. The risk of arrhythmias is
possible, but has not yet been seen. When drugs with similar QT promulgations are added,
there are possible unintended consequences, and all of the partners are aware of the need to
be cautious as they proceed in providing access to new drugs.

Discussion Points

In response to a question from ACET, Dr. Castro said that the status of clearance of foreign-
born guidelines has been a source of frustration. He hopes to have a meeting with the CDC
Office of the Associate Director for Science (OADS) to address policy concerns. CDC is
cautious because of potential repercussions at sister agencies. There are also concerns about
unintended consequences and immigration issues.

ACET noted that bedaquiline was approved for use in patients with MDR-TB. There are great
opportunities in the US to monitor the development of resistance, to use appropriate diagnostics
before beginning treatment, and to monitor treatment. The opportunity to establish guidelines
that could be applied in other countries is unique, and CDC's leadership role is important.

ACET expressed concern about supply problems for patients with MDR-TB and about the
possibility of losing the effectiveness of these drugs rapidly, given the global situation with MDR-
TB.

Dr. Castro replied that AIDAC was considering the potential approval of the new anti-TB drug
under FDA's Subpart H “accelerated clause” that allows them to consider drugs for life-
threatening conditions based on limited efficacy data. AIDAC underscored the need to continue
to collect data in Phase Three studies. FDA does not have to accept the recommendations of
the committee. Dr. Castro agreed with the importance of striking a balance between making a
useful drug available to people who need it and limiting the possibility of “drug anarchy” that
gives rise to drug resistance. He agreed that the US is in a position to provide leadership. The
AIDAC and members of the public at the meeting acknowledged that any actions of the US are
likely to guide what other countries do. It is important to move forward cautiously to avoid
possible consequences, such as misuse of the drug in areas where drug resistance is more
common.
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NCHHSTP Director’s Update

Kevin Fenton, MD, PhD, FFPH
Director, NCHHSTP
Centers for Disease Control and Prevention

Dr. Fenton welcomed ACET to Atlanta. He announced that he had tendered his resignation to
CDC and would leave the agency at the end of 2012 to take on a new role in the United
Kingdom. He thanked ACET for its service and leadership over the years and noted the
leadership of Mr. Shannon Jones, ACET Chair.

Several leadership changes are taking place across CDC, including the following:

U As of January 2, 2013, Dr. Rima Khabbaz will serve as the Acting Director of NCHHSTP.

O Dr. Anne Schuchat is serving as Acting Director of the Center for Global Health (CGH)
following the departure of Dr. Kevin De Cock.

O Dr. Denise Cardo is Acting Director of the Office of Surveillance, Epidemiology, and
Laboratory Services (OSELS).

O Dr. Melinda Wharton is the Acting Director of the National Center for Immunization and
Respiratory Diseases (NCIRD).

Dr. Tom Frieden, CDC Director, is moving rapidly to ensure that the leadership positions are
filled as quickly as possible.

Regarding CDC'’s budget, Dr. Fenton reported that the federal government is operating under a
Continuing Resolution (CR) through March 27, 2013. The CR does not address the January 2,
2013 sequester mandated by the 2011 Budget Control Act. CDC is mindful of the “fiscal cliff’
and of difficult decisions that may be required if sequestration takes place.

As part of World AIDS Day, CDC focused on HIV among youth and an “AIDS-free Generation.”
A Vital Signs publication shared new data focusing on the increasing concentration of HIV
among youth in the US. Nearly one in four new HIV infections in the US occur in people ages
13 through 24. Approximately 1000 new HIV infections occur among young people every
month, and the majority of infections occur in youth men who have sex with men (MSM). Nearly
half of the infections occur in young African Americans. Approximately 60% of HIV-infected
youth do not know that they are HIV-infected and are not maximally benefitting from treatment.

Dr. Fenton shared updates from NCHHSTP. The center includes five large divisions and strives
to be “more than the sum of its parts.” The NCHHSTP Director’s role includes encouraging and
supporting strong science, program, and policy in each of the divisions, as well as ensuring a
comprehensive, holistic, and integrated approach across the divisions. The center focuses on
six key areas to promote this approach.

Program Collaboration and Service Integration (PCSI): The center has released new guidelines
on data security and confidentiality standards for infectious diseases to remove the barriers to
sharing and using data across disease lines. The guidelines are available at
http://www.cdc.gov/nchhstp/programintegration/docs/PCSIDataSecurityGuidelines.pdf.

The center has considered new, Internet-based tools to increase the public’'s access to data:
http://www.cdc.gov/nchhstp/atlas/.
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NCHHSTP has released an integrated Pacific Island Funding Opportunity Announcement (FOA)
to remove burdens to reporting. The center collaborated on a Morbidity and Mortality Weekly
Report (MMWR) summarizing guidelines and recommendations from multiple HHS agencies on
integrated approaches to the prevention and control of infectious diseases among persons who
use drugs illicitly. The report can be viewed at http://www.cdc.gov/mmwr/pdf/rr/rr6105.pdf. Last
month, the center held a consultation on the future of surveillance systems for HIV, STDs, TB,
and viral hepatitis as part of preparations for health reform in the US. Their efforts are also part
of considering new ways to work across disease borders.

Promoting health equity and reducing health disparities: The center is assuring that language
addressing social and structural determinants of health is integrated in in all new NCHHSTP
FOAs and incorporated into the culture of the center’s grantees at the local level. NCHHSTP
contributes to the science of health equity and social and structural determinants of health. The
center published a special Public Health Reports Supplement focused on data systems and
their use in monitoring and tracking social and structural determinants of health. The center
created and enhanced Web-based tools and holds webinars and symposia for internal staff and
external partners.

Prevention through healthcare: As the center considers implementation of the Affordable Care
Act (ACA) and how programs will need to change to take advantage of the act, personnel in
each division focus on aspects of prevention through healthcare and ACA implementation.
These issues are of particular concern in TB, as programs determine how to work with primary
care and how to ensure that critical TB programmatic functions are not lost in the transformation
of the health system. CDC and NCHHSTP are moving forward proactively on these issues.

Leveraging strategic partnerships to accelerate health impact: The center has released a range
of social marketing campaigns to educate the American public and providers, as well as to
target information to groups at greatest risk. Campaigns have focused on STD awareness and
testing, HIV awareness, and hepatitis. Other strategic initiatives include coordination with other
federal agencies on the implementation of the National HIV/AIDS Strategy (NHAS) and the Viral
Hepatitis Action Plan. In TB, groups such as the NTCA are examples of important partners for
creative and strategic work in the era of health reform. A number of important public-private
partnerships are making great strides in viral hepatitis and offer lessons for TB prevention
efforts. The CDC Foundation is an example of how these partnerships can conduct work in
research, policy, and social marketing.

Global health protection and health systems strengthening: The Global AIDS Program is not
housed at NCHHSTP, but all of the center’s divisions have strong international and global health
portfolios.

Workforce development and capacity building are important directions for the center to meet
new challenges and to work with the external public health workforce to prepare them for the
ACA. Innovative work in this area includes implementing a coaching and leadership initiative to
build a new generation of leaders and to “deepen our leadership bench” within the center.

- ]
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Dr. Fenton then offered disease-specific updates from the center. The Division of HIV/AIDS
Prevention (DHAP) has developed and awarded the next five-year cycle of the HIV Prevention
Fund. These resources are aligned with the NHAS, and awards are based on the geographic
burden of HIV. Experience in TB prevention informed the alignment of HIV funding with current
disease epidemiology. Grantees at the local level are investing in the highest-impact activities,
such as HIV testing and linkage to care, condom promotion and scale-up, policy intervention,
and prevention initiatives. The center and division are more directive in how resources are
targeted and used at the local level. A new funding opportunity called Care and Prevention in
the United States (CAPUS) was released and awarded in the fall of 2012. This project uses
CDC resources through the Minority HIV/AIDS Initiative (MAI) to assess the treatment and care
capacity for HIV in the US, and to learn how to use prevention dollars to increase the number of
individuals who are diagnosed, linked to care, and who maintain their care and virus
suppression. Further, the project will consider how to use these resources to address social
and structural drivers influencing the cascade of HIV in the US.

The Division of Adolescent and School Health (DASH) has moved to NCHHSTP, enabling the
center to focus on sexual health “from cradle to grave” and to enhance school health. The
division has been working on resources for schools in parent engagement and on releasing new
data on HIV, STDs, and pregnancy prevention and education in schools. The data show trends
in secondary schools and opportunities for enhancing youth programs as well as areas of
concern in youth sexual health.

The Division of Viral Hepatitis (DVH) has developed its portfolio tremendously in the past year.
New recommendations for hepatitis C screening were developed and released, recommending
that all individuals born between 1945 and 1965 should receive one-time screening for viral
hepatitis. The United States Preventive Services Task Force (USPSTF) recently released
recommendations that are in slight conflict with the CDC recommendations. NCHHSTP will
work to harmonize the recommendations. The first National HIV/Hepatitis Testing Day was held
in 2012, and the division received funds from the Prevention and Public Health Fund to scale up
hepatitis screening and to fund new social marketing campaigns for viral hepatitis.

The Division of STD Prevention (DSTDP) has been grappling with emerging highly drug-
resistant gonorrhea globally and preparing for this type of resistance in the US. Many activities
have focused on provider awareness and engagement, community awareness and
engagement, and working with NIH and other federal agencies to ensure that they are prepared
for the emergence and the next pipeline of drugs for managing gonorrhea in the US. The
division is creating new global and domestic partnerships and engaging in social marketing.

The IAC was held in the US this year for the first time in 20 years. NCHHSTP had a strong
presence at the conference, partly due to strong leadership from CDC scientists, policy staff,
and partners.

In conclusion, Dr. Fenton noted that the new Associate Director for Health Equity at NCHHSTP
is Wayne A. Duffus, and the new Associate Director for Informatics is Thomas Sukalac. The
leadership cadre of the center is strong.
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Discussion Points

ACET thanked Dr. Fenton for his support over the years and wished him the best in the future.

ACET commented on the discrepancy between different federal agencies’ recommendations
regarding hepatitis C. Dr. Fenton answered that NCHHSTP would work with USPSTF to
present additional evidence in the hope of harmonizing the recommendations for hepatitis
screening in the US.

In response to a question from ACET regarding assessing the effectiveness of social marketing
campaigns, Dr. Fenton said that public health in general grapples with the evaluation of social
marketing. All of CDC’s campaigns have a strong, evidence-based approach from the design
phase through the implementation phase. Before campaigns are released nationally, CDC
conducts formative research to ensure that the messages are correct. The process includes a
stepwise approach to successively implementing and evaluating pilot phases of the campaigns
so that when they are released, the messages are correct and appropriately targeted. Because
CDC uses a variety of channels, the evaluation strategies depend on the channel. For instance,
it is possible to track hits on websites and social media channels such as Twitter. Using social
and digital media enables them to assess first-, second-, and third-generation conversations
that the campaigns stimulate. CDC also uses its population-based surveys to assess
awareness of the campaigns.

Meeting attendee Julie Higashi, President of the California TB Controllers Association, asked
about the status of the USPSTF evaluation of screening and treatment for TB infection.

Dr. Castro said that resources have been identified to conduct the review required by USPSTF.
DTBE hopes that the data will support a Class A or Class B recommendation for screening
persons at high risk of disease progression and of having LTBI. It is important to be engaged
with USPSTF to create a timeline for this work. The recommendations will be for screening, not
for treatment of TB infection.

Dr. Christine Ho added that securing the necessary funding is good news. Their next steps will

be to generate the question for the USPSTF to consider. The task force will then review the
literature and begin its deliberations.

Global TB Control

CDC's Efforts on Global TB Control

Patricia M. Simone, MD, CAPT, USPHS
Principal Deputy Director, CGH
Centers for Disease Control and Prevention

Dr. Simone provided ACET with an update on CDC'’s Efforts on Global TB Control and
Prevention. She explained that TB activities take place in multiple divisions across CDC,
including in DTBE, NCHHSTP, in Division of Global Migration and Quarantine (DGMQ),
National Center for Emerging and Zoonotic Infectious Diseases (NCEZID), (both under the
Office of Infectious Diseases (OID) and in the Division of Global HIV/AIDS (DGHA) and the
Division of Global Disease Detection and Emergency Response (DGDDER), both part of The
Center for Global Health (CGH).
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In 2011, Dr. Tom Frieden appointed a coordinator for CDC's global TB activities. The Acting
Coordinator, Dr. Harold Jaffe, reported to the CGH Director and the Director of the Office of
Infectious Diseases (OID).

An external peer review to provide an objective assessment of CDC'’s global TB activities was
implemented in June 2012. The report was released in October 2012. A panel of 14 TB
experts from a variety of organizations assembled to conduct the review. The two-day forum
included an overview of mandates and activities of the four main CDC divisions with global TB
control responsibility and themed discussions in the following five areas:

U Program implementation and evaluation

O Operations research

O Epidemiological and clinical research

0 MDR-TB and infection control

O Strengthening laboratory and diagnostic capacity

The panel noted a number of strengths in its report. CDC was commended for being a global
leader and valued partner and for having passionate commitment to global TB control. The
panel also noted CDC'’s accomplishments and substantial range of activities with a small
workforce and limited budget.

The review revealed many of CDC’s unique assets in the area of global TB control. These
assets include core competencies such as epidemiology and disease surveillance; public health
policy and guideline development; laboratory diagnostics; implementation and operational
research; design and execution of public health projects; and expertise in key public health
areas. CDC also has extensive experience providing technical assistance to US states and in
other countries. CDC has close working relationships with key partners, such as Ministries of
Health (MOHSs); international organizations, such as WHO and the Pan American Health
Organization (PAHO); and other US government agencies. CDC has substantial presence in
the field, especially in CDC Country Offices and in the Global Disease Detection (GDD)
Regional Centers. The review panel noted CDC's strong research collaborations with NIH, the
Kenya Medical Research Institute, Tuberculosis Trials Consortium (TBSC), and many other
groups.

The report included the following five major findings:

O As an agency, CDC lacks a clear vision or strategy for global action on TB.

U Better coordination and communication is needed among relevant CDC divisions, which
will improve strategic planning and decision-making and inform the optimal use of limited
resources.

U CDC's proven ability to form effective partnerships is particularly important during a time
of limited resources.

O CDC's field presence is a major resource for providing technical assistance to MOHs
and other partners.

U The mutually-reinforcing relationship between CDC’s domestic and international TB
activities is a special strength.
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The review panel made a number of recommendations, including focusing on the impact that
CDC is trying to achieve and how CDC'’s efforts will contribute to the global plan to stop TB.

O CDC should develop a forward-looking, agency-wide Global TB Strategy that prioritizes
two to three focus areas.

» The strategy should include the application of core competencies to a range of TB
issues, including epidemiology and disease surveillance, research and research
training, laboratory training and infrastructure development, infection control, and
translating evidence-based policies to action.

» The strategy should also consider factors that drive the TB epidemic: HIV/AIDS,
diabetes mellitus, and MDR-TB.

» The strategy should address TB in vulnerable populations, such as children and
mobile populations.

O CDC should identify and implement a mechanism for increasing internal coordination
and communication, specifically around planning, priority-setting, and leveraging limited
resources.

O CDC should continue to seek out new partnerships which leverage CDC's core
competencies. The panel specifically suggested expanding to research organizations
and working with MOHs to foster public-private partnerships.

O CDC should maintain close relationships between its global and domestic TB activities.

O CDC should conduct an agency-wide review to define, evaluate, and optimize the
provision of on-site technical assistance related to global TB control. The technical
assistance provided should align with the strategy that is developed, and the capacity
development activities should be better coordinated. Input from the field is important in
this work.

Dr. Simone reviewed CDC'’s next steps. They have hired a Global TB Coordinator, Dr. Susan
Maloney. She will report to the Director of CGH and the Director of OID. They are responsible
for supporting her as she works to strengthens internal coordination and communication
mechanisms. A draft Global TB Strategy has been generated and will be reviewed and refined
to address the panel’s findings and recommendations. CDC will review current funding streams
and projects and look for ways to synergize and optimize leveraging of resources. They will
identify additional funding sources and partners and monitor progress towards addressing the
review findings.

Dr. Simone asked ACET for comments about the review and whether they agree with the
recommendations. She also asked if ACET had additional recommendations.

Discussion Points

ACET hoped that CDC might serve as the “conscience” of TB global policy, especially given
what is known about aerosol transmission, the realistic burden of drug-resistant TB, and what
needs to be done quickly. CDC is in a unique position to drive and to correct global policy,
particularly related to MDR in China and South Africa.
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ACET pursues TB elimination in the US while recognizing the impact of global TB control on the
US. ACET supported the review panel’'s recommendation that CDC develop a clear vision or
strategy for global action for TB elimination.

ACET asked about opportunities to work with professional societies and other groups regarding
the reauthorization of the President’s Emergency Plan for AIDS Relief (PEPFAR) approaches.
Decision-makers may not appreciate the realities of how MDR is being managed and handled.
It is not allowable for ACET members to do this work on behalf of ACET, but it is permissible
outside their capacity as ACET members.

In response to a question from ACET regarding the relationship between global and domestic
TB efforts, Dr. Simone said that there have been discussions regarding the benefits and
disadvantages associated with “lumping” and “splitting” different groups. There are limitations
imposed by Congressional funding which do not make it feasible to make organizational
changes. For now, CDC will coordinate domestic and global TB work at a high level with a clear
strategy. They will evaluate this approach and determine whether it should be changed.

ACET asked for DTBE’s comments on the review panel’s findings and recommendations.

Dr. Castro replied that DTBE appreciates the work that went into the review panel’s report. The
recommendations call on CDC to focus attention on TB while acknowledging that resources are
limited. CDC needs to define its unique contribution to the global sphere of TB control, as
opposed to duplicating what others are doing well. This work requires coordination with
partners, including MOHs and other professional groups, leveraging not only PEPFAR assets,
but also Global Fund assets. About 16% to 17% of global TB investments come from the
Global Fund, and about 85% of the investments are from the nations themselves. Those
investments should be used as effectively as possible. CDC seeks input from external groups
and seeks to bring all of the groups that work in global TB together. Groups that prevent the
importation of TB and the DGDDER are improving diagnostic capacity. In that framework, it
may be possible to develop a mechanism for diagnosing all respiratory diseases.

Dr. Simone added that there are reasons to be optimistic about the report, and moving in the
direction of the panel’'s recommendations will bring CDC closer to where it wants to be. There is
good will among the groups that work together as well as the understanding that working
together better will have benefits.

Dr. Edward Nardell, an ACET liaison representative from the International Union Against TB and
Lung Disease, commented on criticism of the scale-up of the number of people placed in
treatment for MDR-TB and whether WHO has taken the right approach. He asked about CDC's
role as a collaborator with WHO and as a critic of its global policy.

Dr. Simone replied that CDC often supports WHO while “pushing,” for critical assessments and
discussions of proposed disease control approaches and strategies, and she anticipated a
similar approach in the case of MDR. CDC's strategy is to complement the work of its partners
and to use its strengths to achieve the biggest impact.
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Ms. Cornelia Jervis, an ACET liaison representative from the Treatment Action Group (TAG),
said that many important global conversations will occur in the coming year, given the
reauthorization of PEPFAR and the future of the Global Fund. Last year, the President’s Budget
cut $.5 billion from the PEPFAR budget, but the future is uncertain at this point, given the
possibility of sequestration. It is not clear whether the administration will move away from
PEPFAR toward a different blueprint strategy, or whether the administration will pursue another
reauthorization. She asked about the timeline and process for creating CDC'’s Global TB
Strategy, given these issues.

Dr. Simone answered that the timeline is relatively short, but they are not “starting from scratch.”
They will work quickly, recognizing that an appropriate framework will be needed as other
issues are addressed. Secretary of State Hillary Clinton is stepping down, and the leadership of
the Office of the US Global AIDS Coordinator (OGAC) is not clear.

Dr. Castro added that representatives from CDC participate on the Global Stop TB Partnership
Coordinating Board and are helping to develop a global vision for TB elimination. It is important
to determine how CDC can contribute to that larger effort rather than to see the agency as a
separate entity. He agreed that CDC's science and data can help “push the envelope beyond
the status quo,” aligning their work with other global efforts. Global partners in TB are
developing targets beyond 2015, and efforts at CDC will be informed by that process.

Division of Global Migration and Quarantine Update

Update on Technical Instruction Site Visit for the Dominican Republic

Jon Warkentin, MD, MPH
President, NTCA
ACET Liaison Representative

Dr. Warkentin reported on the evaluation of the implementation of the 2007 TB Technical
Instructions (TTI) in the Dominican Republic (DR). The multidisciplinary evaluation team spent
eight days in the DR. The team included CDC representatives from DGMQ and DTBE and a
representative from the Health Protection Agency in the United Kingdom, as well as external
experts. The project was based in Santo Domingo and included visits to clinics and a baseball
stadium. The DR has a diverse population, including persons of European, South American,
and African origin. The incidence is high there, with approximately 6% of TB cases being MDR-
TB.

The team had two objectives, which were to: 1) provide recommendations to the Consultorios
de Visa (CdV) and the DR National TB Program (NTP) related to the screening, diagnosis, and
treatment of TB among US-bound immigrants; and 2) provide recommendations to CDC's
DGMQ and DTBE for improving the effectiveness and practical implementation of the 2007 TTI
for screening and treatment.

The 1991 TTI were updated in 2007 and have been implemented in many countries around the
world. In the updated protocol, persons between the ages of 2 and 14 receive a TST. If the test
is negative, the person can travel within six months. If the test is positive, the person is given a
chest x-ray. If the chest x-ray is normal, then the person is evaluated as B2 LTBI and can travel
within six months.
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All persons age 15 and over receive a chest x-ray. If the chest x-ray is normal and the TST is
negative or not required, then the person can travel within six months. If the person’s history,
an examination, or a chest x-ray suggests TB or HIV infection, then the person undergoes three
sputum smears and cultures for Mycobacterium tuberculosis. This approach allows for
treatment before the person comes to the US. If the smears and cultures are negative, then the
person can travel within three months. If treatment is required, then the treatment must be
completed before the person travels, and the person has three months to travel from the
completion of treatment.

The evaluation team utilized several methods, including the following:

Many site visits to the CdV, Consulate Section, DOT site, and hospital
Daily team strategy meetings

Site observations

Chart reviews of LTBI, TB, and MDR-TB cases

Radiograph reviews of pediatric and adult x-rays

A data review

Interviews
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The team concluded that the DR is operating a model site. The site is designed for high volume
of as many as 50,000 applicants per year, and for minimal patient wait time. More applicants
can be seen if the need arises. The process includes efforts to prevent fraud, such as ensuring
that patients enter the grounds early; installing security cameras; training clinicians to look for
signs of fraud; including a cafeteria within the compound; and investing in high-quality staff and
providing them with opportunities for innovation.

Another strong element of this site is its commitment to patient education. Videos are shown in
the waiting area, and weekly sessions are held on LTBI and on the consulate process. Each
patient receives a data CD with his or her chest x-ray and paperwork. Additionally, paperwork is
delivered directly to the Consulate’s Office. The radiography system at the site is outstanding
and includes two different digital units. Images are presented in real time to the full-time, on-site
radiologists. The images can be interpreted immediately, and immediate intervention for
abnormal chest x-rays is possible.

Pediatric TST placement and reading is well-done at the site. The immunization process is also
well-done. Sputum and gastric aspirate collection is another strong aspect of the site. Infection
control is generally managed well, and the site has an active partnership with a private
laboratory which is committed to new technology. The team concluded that there is adequate
case management of pan-sensitive TB cases, and the linkage to the NTP is growing. LTBI
treatment and DOT are provided in community centers. The site was impressive in the area of
information technology (IT) and in its plan for an electronic medical records (EMR) system.

The panel also identified areas of concern. The site has seen a decrease in culture-confirmed
TB cases, and it is not clear why, as the transportation process and other processes appear to
be sound. The team offered suggestions regarding the management of MDR-TB cases by the
NTP. Five cases of MDR-TB were detected in the DR in 2011, and none have been detected
so far in 2012. Itis not clear why there has been a decrease in case detection of MDR-TB,
since 6% of TB cases in the DR have historically been MDR-TB.
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Overall, the facility is excellent, but minor recommendations regarding infection control were
noted. The team was concerned about the possibility that the evaluations of patients are
inconsistent, as patients move through the facility quickly. The team specifically pointed out the
importance of ascertaining pertinent medical history and symptoms during the physical
examination. Tracking specimens in the laboratory, particularly cultures, is critical.

The team was also troubled by an apparent delay in initiation of treatment by the NTP. Further,
there is room for improvement in the management of TB cases by the NTP, including side
effects, monitoring, and delayed response to treatment. Panel physicians make decisions about
individual cases, and they rely on the data provided to them. If they do not receive detailed
clinical information from the NTP, they cannot be certain that a patient received full treatment.
The team suggested the development of a method for providing this documentation
consistently.

Overall, the team concluded that CdV is a model for efficient, high-quality TB screening,
particularly in high volume, for immigrants to the US. The team reported that CdV will benefit
from additional quality assurance processes and infection control protocols, and appropriate
staff training on those processes and protocols. Collaboration with the NTP is encouraging, but
there is room for growth.

Dr. Warkentin acknowledged the support and cooperation of staff at CdV and in the DR. He
asked ACET for feedback on the site and on the panel review process in terms of whether the
process is reproducible and under what circumstances, and how long it will take.

Discussion Points

In response to a question from ACET about LTBI at CdV, Dr. Warkentin said that treatment for
LTBI does not occur in the DR; rather, the diagnosis is made through the program in the DR and
patients are encouraged to visit the health department in the US with their documentation for
additional evaluation and treatment. CdV provides ample opportunities for patients to ask
guestions about the overall visa process. The education about LTBI itself is somewhat lacking,
and the evaluation team encouraged CdV to utilize CDC products.

ACET commented on the process from the perspective of the immigrants, and asked how the
panel physicians have expanded and whether there is a limit to the amount of money that they
pay into the system. There should be regulation to ensure that the sites are not-for-profit and
that their compensation is balanced with what patients receive.

Dr. Mary Naughton (CDC/DGMQ) answered that immigrants pay for their screening, while the
US government pays for refugee screening. Individual consulate sections set the amount that
panel physicians charge. Generally, rates are higher for adults than for children, and
vaccinations are charged separately. The compensation for panel physicians tends to mirror
the expenses in each country. CDC is primarily interested in the quality of care. They also
consider how much panel physicians put back into their practice, including investments in
equipment and personnel. The site in the DR has quality facilities and long-term personnel.
CdV encourages innovative ideas among the personnel.

ACET remarked that the funding of this site is dependent on a fee-for-service structure and
wondered about its sustainability.
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In response to questions from ACET about the relationship of CdV and the NTP and the
potential for CdV to strengthen the NTP, Dr. Christine Ho (CDC/DTBE) answered that when
CdV determines that a patient needs treatment, the patient is referred to the NTP, which
manages the treatment. The treatment is free. DOT takes place at all NTP sites and is
provided to all in the DR who need it. One or two DOT sites have received supplemental
funding from CdV, as the sites have provided DOT training to nurses and radiologists. Those
efforts strengthen the NTP, and more can be done in the areas of drug-resistant cases and
cases in which patients are not able to take the standard treatment regimen.

Dr. Warkentin added that SNTC has a relationship with the NTP, and there is potential to build
on that relationship to provide education.

Dr. Naughton commented that CdV is forward-looking in its relationship with the NTP. In
addition to sponsoring the DOT sites, they have a larger program through which personnel in
the NTP are trained. CdV has facilities and equipment that are not available throughout the
NTP, and they nurture their relationship with NTP. NTP will not accept results from a private
laboratory, which may delay treatment. They are working on a mechanism for accrediting or
certifying a private laboratory.

Dr. Susan Ray, an ACET liaison representative from the Infectious Disease Society of America,
commented that the program seems to work well. She asked if the evaluation team chose to
visit this site because they knew it works well, and how much better it works than programs in
other countries.

Dr. Naughton answered that the program in DR has been one of the largest programs for
screening immigrants coming into the US. This site visit is the fifth that has taken place. Other
visits have focused on immigrant and refugee sites, primarily in Asia. In the past, sites that
have a large impact on the US have been chosen. Generally, the visits are to sites that perform
fairly well.

Dr. Andrew Vernon (CDC/DTBE) recalled that some years ago, WHO'’s drug-resistance
surveillance reported a high rate of MDR-TB in the DR; however, the evaluation team reported a
lower-than-expected rate of MDR. He asked about a consultation that DTBE provided to the
NTP. He also noted a proposed study of drug resistance patterns in immigrants to the US to
indicate resistance patterns in countries for which good data are not available.

Dr. Warkentin said that the data regarding MDR-TB prevalence in the DR is old. It would be
useful to have more current information, but there are issues associated with the quality of the
drug sensitivity testing at the national laboratory. Until that work improves, valid data are not
likely.
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Health Equity Update

Update on Health Equity Activities

Wayne A. Duffus, MD, PhD
Associate Director, Office of Health Equity / NCHHSTP
Centers for Disease Control and Prevention

Dr. Duffus presented ACET with an overview of health equity-related activities at NCHHSTP.
The Office of Health Equity (OHE) has three objectives, which are to advance science in
identifying and eliminating disparities; mobilize partners to promote health equity and social
determinants of health; and identify and address key social determinants of health.

One definition of “health equity” is “optimal health for all, and no one is disadvantaged from
achieving this potential because of his or her socially determined circumstance.” Every person
in every community deserves equal access to good health. The opposite of health equity is
health inequity, which is defined as a “difference or disparity in health outcomes that is
systematic, unfair, and avoidable.”

In order to ensure that everyone has a chance to have optimal health, it is important to adopt a
holistic approach to reduce rates of HIV, viral hepatitis, STDs, TB, and other diseases. This
approach includes understanding and addressing the relationships between health outcomes
and individual and behavioral factors, as well as environmental and social factors such as
education, housing, access to employment, and transportation. WHO states that health equity
cannot be achieved without addressing the social determinants of health. Health inequity
results from differences in the general social, political, and economic conditions in which people
live. These conditions are the social determinants of health.

Dr. Duffus shared data from the Robert Wood Johnson (RWJ) Foundation Commission to Build
a Healthier America. The data indicate that for both men and women, more education often
means longer life. Further, adult life expectancy increases with increasing income. Lower
income generally means worse health. Racial or ethnic differences in health status are also
evident. Poor or fair health is much more common among black and Hispanic adults than
among white adults.

OHE adopted the WHO framewaork for social determinants of health to understand HIV
inequalities. Many conditions in the model, such as homelessness and residential segregation,
are common among the populations that NCHHSTP serves and have a negative impact on
outcome. For instance, residential segregation can affect access to care or to high-quality care.
Fresh fruits and vegetables may not be available. Homeless and incarcerated populations see
higher rates of mental health and substance abuse issues.

- ]
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A five-tier pyramid illustrates the different impacts of different public health interventions:

Increasing Individual
Effort Needed

Increasing
Population Impact

Counseling
and Education

Clinical
Interventions

Long-Lasting Protective
Interventions

Changing the Context to Make
Individuals’ Default Decisions Healthy

' Socioeconomic Factors

Interventions at the lower levels of the pyramid tend to be more effective because they reach
broad segments of society and require less individual effort. Efforts directed at socioeconomic
factors, located at the base of the pyramid, include poverty reduction, improved education, and
improved access. The next tier on the pyramid includes interventions change the context so
that an individuals’ default decision will be healthy. Examples of these interventions are
fluoridated water, salt iodization, and elimination of trans-fats. Long-lasting interventions on the
next tier are one-time or infrequent interventions that do not require clinical care, such as
immunizations. They tend to reach individuals as opposed to populations. Clinical interventions
make up the next tier of the pyramid. These interventions require little contact, but are limited
by access or a requirement of strict adherence. Interventions in this category include efforts
aimed at diseases such as hypertension, hyperlipidemia, and diabetes. At the peak of the
Health Impact Pyramid is counseling and education-based interventions. These interventions
tend to be the least effective because they require more participation by individuals and require
ongoing behavioral change. Examples of these interventions are increased physical activity and
improved diet. Despite their relative lack of effectiveness, educational interventions are often
the only available strategies and they can still have considerable impact.

Dr. Duffus explained the organizational structure for health equity within NCHHSTP. The OHE
works collaboratively with each division. DHAP and DSTDP each have individual offices of
health equity as part of their structures. All of the divisions contribute to a center-wide health
equity workgroup, and additional workgroups meet periodically to share ideas and programs
toward achieving the goals of health equity.

OHE was established in 2003 and was formerly named the Office of Health Disparities. Every
year since 2005, the office has hosted a Lunch and Learn Lecture Series with the goal of
advancing the science of health equity. The office has held internal consultations on social
determinants of health, which have led to a published document.
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The office conducted work on African Americans and TB. They also conducted a review of
NCHHSTP surveillance systems for social determinants of health variables and hosted Health
Equity Symposia in 2010 and 2011. OHE had peer-reviewed journal articles, three Public
Health Reports Supplements, and presents at specialist and general public health meetings.

NCHHSTP utilizes policy approaches to achieve health equity. Health equity is an overarching
goal in the center’s strategic plan. A 2010 White Paper highlighted public health approaches to
eliminate health disparities in HIV, viral hepatitis, STDs, and TB in the US. Additionally, all
FOAs include health equity and social determinants of health language and guidance.

Another goal of NCHHSTP is to identify and address key social determinants of health for
programs. Communication products focus on social determinants of health. OHE is developing
a Social Determinants of Health Model Language Project to avoid NCHHSTP staff with
examples of how to discuss potentially stigmatizing messages and to introduce concepts
regarding social determinants of health and disparities in health outcomes.

In order to accomplish its mission, OHE and NCHHSTP have identified key partners in the
federal government, academic institutions, and fellowship programs. Their partners help focus
on expanding the pool of racial and ethnic minority students who view public health as a top
career choice, public health ethics and health equity, sexual health, incorporating a health equity
focus in curriculum development, and disease-specific issues.

Discussion Points

ACET appreciated the update on health equity activities at NCHHSTP, particularly on the
progress over the years. Federal partners such as the White House and the Health Resources
and Services Administration (HRSA) work with Historically Black Colleges and Universities
(HBCU) as well as Hispanic and other institutions on the goal of expanding the pool of racial
and ethnic minority students who view public health as a top career choice. There are
opportunities for collaboration with other Offices for Health Equity in other federal agencies.

Dr. Duffus agreed, indicating that one of his goals is to reach out to assess what needs to be
done in this area. He noted a successful fellowship program with Morehouse College.

Dr. Dean added that as an agency, CDC is active with minority fellowship programs. NCHHSTP
hosts the Summer Fellow Forum and helps participants see the value in how their college
majors intersect with public health. NCHHSTP is actually involved in workforce development
programs and building a racially diverse public health workforce.

ACET asked whether the slides from RWJ exaggerated the differences in health outcomes
among different social determinants of health.

ACET noted that in Japan, collaborations between social and health departments are common
and strong, and the collaborations affect how people think about TB and its elimination.

Regarding the Health Impact Pyramid, ACET observed that most CDC funding tends to support
activities on the upper levels of the pyramid, such as counseling and education and clinical
interventions, as opposed to efforts that may have greater impact. ACET asked about efforts to
work with other agencies to address the socioeconomic factors at the bottom of the pyramid, or
whether CDC was taking a standalone approach, identifying the factors but not reacting to them.
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Dr. Dean said that over the last five years, NCHHSTP has systematically examined its programs
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