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Objectives

* Interpret current national TB control priorities in the context of the
recent CDC recommendations for use of 3HP to achieve optimal care
for patients with latent TB infection.

* List important pharmacological aspects of rifapentine alone and in
combination with INH including toxicities to prevent primary drug
resistance in patients with TB disease.

e OQutline the evidence for the efficacy and safety of 3HP treatment of
latent TB to apply in the care of patients with latent TB infection.

* Investigate alternative latent TB treatment strategies for patients who
are not candidates for 3HP for the purpose of improving their
treatment outcomes.






Free LTBI Resources and Materials



Latent TB Infection Resources Online Hub
» One-stop shop for resources, materials, and links to LTBI
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Latent TB Infection: A Guide for Primary Health Care
Providers

» Intended for primary care
providers who care for individuals
and populations who may be at
risk for infection with TB

A Guide for Primary

» Topics include targeted testing, © A g
diagnosis of LTBI, and treatment of ‘
LTBI

www.cdc.gov/tb/publications/Itbi/default.htm
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12-Dose Regimen for Latent TB Infection:
Materials for Healthcare Professionals and Patients

«  Symptom Checklist and
Medication Tracker

= Patient Information Brochure

= Fact Sheet for Clinicians

« FAQs on the 12-Dose Regimen for
Latent TB Infection for:
* Providers
* Pharmacists
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The 12-Dose Regimen for Latent Tuberculosis (TB) Infection

Patient Name:

Normal Side Effects

Most their T8 med any problems

Gause your urine (pee), saive, tears, or Sweat to sppear an orangered coor. T i normel and
the color may fade over time.

STOP taking your medicine and CALL your TB doctor or
nurse right away if you have any of the problems below:
O Dizzy or lightheaded when sitting or standing

3 Skin or whites of your eyes appear yellow
3 Less appevte, or no appetite for food
O Stomech upset, neusea, of vomiting
0 Stomsch pain
3 pain inyour lower chestor hesrtbum

3 Skin resh o ftching

3 Bruises, or red or purple 5pots on your skin that
you cannot expisin

or stomach cramps

3 Nosebleeds, or bleeding from your gums or
around your teeth

3 Fluike symptoms with or without fever

MEDICATION
TRACKER

Your Medication Schedule

(Providars: Indoate the 3ppropriat number of pills and day)

The 12-Dose Regimen for Latent Tuberculosis (TB) Infection

“Your doctor mey slso sdd Visin BS 10 your trestment pieh.

Keeping Track of Your Treatment

On the table below, check the box snd wrte the dste 1 show when you took your medicing.
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+ A person with lstent TB infection can have T8 germs in their body for years before getting sick.

PATIENT
INFORMATION

The 12-Dose Regimen for Latent Tuberculosis (TB) Infection

You have been diagnosed with latent TB infection.
To treat your latent T8 nfection, 3

for 12 weeks. s Important 0 take al of your medication. If you miss taking your pils for the
week, call your doctor/cliic right sway.

The 12.dose regimen s not recommended for children less than 2 years old, pregnant women or
women who expect to become pregnant during treatment, or some persons taking medicine for
H.

What is Latent TB Infection?
T s shorfor s air ©
enotier. People wio become infected with T8 germs, but do no feel Sick fizve wht i Called
Iatent T8 nfection. The reason & . the T8 o
inactive (sleeping), in their bods. A person with lstent 8 infection has no symptoms and cannot
spresd TB gemms 10 others.

Why Take Treatment for Latent TB Infection?

The 12-Dose Regimen for
Latent Tuberculosis (TB) Infection

Information for Clinicians

Treatment of latent TB infection reduces
the risk that latent TB infection will progress
to TB disease.

* Up1o 13 million people in the United States have Iatent T8 infection. Without treatment,
they are at fisk for developing TB disease.

* Eliminating;
Iatent TB infection

treatment of

« More than 80 percent of TB cases in the United States are attributed to longstanding.
untreated latent T8 infections.

o New up i
options for patients and clinicians.
«CDC's uszfed useof 1

dated CDC Jation pand

isoniazid and
for most 12yearsand

. previously
older, have been expanded 10 inolude:
= Children ages 2- 11
= People Ining with HIV taking antiretroviral reatment.
(with

” the 1 to patients
therapy, meaning patients can take medicines themselves

= Previously, the had to observed
therapy, meaning a health worker had to Observe each dose.

Centers for Diseaze
Controland Prevention
National Center for HV/AIDS,
Vil Hepats, STD, anc

8 Prevention

www.cdc.gov/th




NTCA Provider Guidance: Using the Isoniazid/Rifapentine

Regimen to Treat Latent Tuberculosis Infection

NTCA PROVIDER GUIDANCE:
Using the Isoniazid/Rifapentine Regimen to
Treat Latent Tuberculosis Infection (LTBI)

IMPORTANT NOTE: Rule outactive TE disease in all persons prior to tnitiating treatment for LTBL

What is the 12-dose isoniazid/rifapentine Who is not recommended for
regimen (aka “3HP")? treatment with 3HP?

P regimen cansists of 12 onee-weeldy doses of i mn_u id (H) = Children under 2 years of age

= Patients with potential for severe or unmanageable drug
treatment for LTBI. RJapan tine is 2 member of the 'lhmucﬂ class interactions, including pecple living with HIVer AIDS
and has many of the same drug-to-drug interactions and side effects. on certain antiretroviral therapy regimens
ey =~ Persons presumed infected with M.muberculoets thet is
ant to isoniszid and for rifampin

What are the advantages of 3HP?

= Pregnant women or women planning to become
= The 13-cose regimen rechices treatment time by two-thirds pregrant during treatment
(3 monthe to:3 manths) compared to isomiazid.- = Patients who had pricr adverse events or

= Shorter trestment regimens have been shown to have higher hypersens

of complation.

ity to isoniazid or rifampin or rifapentine

‘Weekly dosing offers convenience for many individuals.

There are lower rates of hepatotoxicity with 3HP than with
daily doses of isoninzid.

What are the doses?

uld take 6 tablets of
imoniazid for a total of 8 pills

15mg/kg rounded o nearest | goomg T bing vieamin B wik

Isoniazid 50/400mg in patients =12 years
| 25mofkgroundedtothe | - bt the patient
nearest 50/100 mg in patients tak: e pilla inthe
211 years weekly dose = the sume time. The patient should not
I split doses
Rifapentine 10.0-14.0 kg = 300 mg s0omg = I i of s syt drag e
(Priftin®™) 141-250 kg = 450 mg =
opinion, there should be ro more than § doses in 18 days.
251-320kg = 60O
it e = Diffezent from other sifamycins, ifspentine can be taken
321-499kg = 750mg with Food o increase absrption.
= Mainsain adeqqusna bydratian
hed and adm with semi sclic food f |

2o swallow pills

How frequently were toxicities
observed with 3HP?

What is completion of therapy?

= {ompletion of therapy is 12 doses taken in 16 weeks.

NOTE: Near the end of the treatment period, the T8 clinician
herapy for TE with only 11 anoe weekly doses withi
insurmountable circumstances in which the potient cannot take o additional (12th) dose.

consider completion

Hypersensltlwty 38%

Does this regimen have to be administered via
. Rash 0.8%
directly observed therapy (DOT)?
= DOT ensures the highest quality snd safety of trestment, and confirms that Hepaoloricity 0-ax
pnl ey incompletee Thrombocytopenia infrequent
* The healtheare provider should choose the mode of sdministration, ie,
sither versus self-administered therapy (SAT) based on local practice Other toxicities 3.2%

0
[

and individual patient attributes and preferences. It is critically important
for the clinician to assess the patient’ ity to understand risks associated NOTE: ngrmmmf““ o full fpotential
with treatment snd procedu d, as well e e e o B st gk
a5 the risk for progression to severe forms of TE disease. umgm.ycnm-qm to occur shroughout treatment.

NATIONAL TUBERCULOSIS CONTROLLERS ASSOCIATION

What can an adverse event include and how should | respond?

e N

Moderate to Severe | = Hypersensitivity
= Hypotension
= Dizziness or nawsea/vomiting
can prodrome o synoope)

= Syncope/fainting
= Hospitalization
= Life-threatening event

= Fludike syndrome
teg. te

= Thrombocytopenia

= Shortness of breath

Discontinue trestment

= Wheezing Conduct prompt clinical

= Acute bronchaspasm
= Urticaria

assessment with appropriate
Iab monitoring

= Petechiae
= Purpura

= Conjunctivitis
= Angisedema
= Shock

Mild to Moderate = Rash
= Fever
= Pruritus

Continue to monitor the patient
closely with a low threshold for
discontinuing treatment

How do | report an adverse event
regarding 3HP?

= Report all adverse events to FDA MedWatch at
www.fda.gov/Safety/MedWatch/default htm
1-B88-INFO-FDA (1-888-463-6332)
Report adverse events leading to death or hospitalization
to your health department Heslth departments should
report these adverse events to the Centers for Disease
Control and Prevention st 1-800-232-4636 or
LTBldrugeventsidcdc.gov

Are there drug-drug interactions?
Yes, there are common interactions for isoniazid and rifapentine:

= Isoniazid increases blood levels of phenytoin and
disulfrram

Rifapentine dacreases blood levels of oral ar implanted
hormenel contracaptives, warkarin, sufonyluress, methadone,
staroids, some cardiae medications, and certain antiretroviral
therapy regimens may have sarious drug interactions.

MWOTE: Use a drug inseracticns chec] for refer to the product insert
it of drug-drug interactions

Whom do | contact with questions
or concerns?
= Contact your local or state heslth department.
= NTCA has an online directory of TB programs at
httpy/www.tbeontrollers.org/community/
statecityterrtory/

NTCA PROVIDER GUIDANCI
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What type of monitoring do | need to do?

Evaluate the patient at 2 monthly visit to identify adverse
events and to assess treatment adherence.

Some experts recommend baseline complete blood count

metabolic panel (CMP). Hepatitis panel may zlso be abrained
Baseline hep: hemistry is recommended for patients with
these specific conditions:

HIV infection

Liver disorders

In the postpartum period
(=3 months after delives

Regular alechal or injection drug use
In sddition, consider baseline hepatic chemistry for older
persans and for persons taking medicstions for chronie
medical conditions.

1f baseline hepatic chemistry testing i sbncmu] determine
the risk vs. benefit of treatment If a decision is made to treat,
continue with subsequent hepatic chemistry testing until the
patient is determined to be stable.

1f baseline hepatic chamistry is within normal limits and the
trestment is self-administered, some experts recommend
additional laboratory monitoring mar thly to ensure that the
patient does not develop hepatotoxi
When or after the final dose is taken, ‘on:l\.m afinal visit with
the patient 1o monitor for any adverse evente.

£
USING THE ISONIAZID/RIFAPENTINE REGIMEN TO TREAT LATENT TUBERCULOSIS INFECTION (LTBI}

For references, go to http://www.tbcontrollers.org/resources/3hp
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Tuberculesis - For Health Care Providers

An interactive, skill-building guide designed to improve the knowledge and proficiency of TB staff responsible for conducting the TB interview. Guide is intended

Deseniation for facilitators who will be conducting T8 interviewing courses.
Language English
Material Type Guide
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A series of 4 modules, including an overview of the TB intarview for contact investigations, basics of communication and patient education, cultural
competency, and spedal interview droumstances.
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More LTBI Educational Products & Tools Treating LTBI in Special Situations

Southeastern National Tuberculosis Center

By CDC-Funded TB Centers of Excellence

| ] u ] u -
.l [ ] H LI |
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WHAT PARENTS

N TO KNOW

q. California Tuberculosis Risk Assessment E AEESBT © T R E AT | N G LT B |
TUBERCULOSIS (TB) N
R TUBERCULOSIS IN SPECIAL SITUATIONS
o ; N CHILDREN

A self-paced, interactive, case-based training

Contact to Drug-Resistant Case
Infants & Children
I'MNE-Antagonists

Transplantation
Renal Failure

[ Immunosuppression, current or planned Pregnancy
Wt i i i, Heparitis
JAIDS
[ Close contact to someone with infectious T8 disease at any time HIV/AIDS
= — — = MEDICAL SCHOOL
GLOBAL
W ° e TUBERCULOSIS
Latent | Active B S
. . =
TB Infection | TB Disease z ﬂ»
Iam healthy. I have a serious illness that could kill me if -
left untreated. -\ -
The T8 germs are “sleeping” inmy | The TB germs have “woken up",
body but could “wake up” in the future.
Usperiencoglechnicaidificsltion?
Thave no symptoms. | I may have symptoms — cough, fover, Prease col Lewed 3 for techvical assistance a1 1-838-447-1119
weightloss, night sweats.
My chest xcray is normal. | My chest x-ray may be abnormal.
|am not contagious. | | may be contagious and could infect other Audo ing wil rot be avaslatie. Fleass cal 800-891-3448.
people when TB germs are spread through
the air when | cough, laugh or speak
G ASK THE EXPERTS
| have a positive resulton | | may have a positive result on tests
aTB skin test or blood test. | of my phlegm. /

WEBINAR:
Can my Latent TB Infection (sleeping If | have Latent TB Infq
germs) wake up and make me sick with can | reduce my chan ini
Pt el Gering s i A Clinical Conundrums

Yesnand cortan factors increase my risk! CURRY INTERNATIONAL in LTBI Treatment

TUBERCULOSIS CENTER

* larrived recently from another country whers T8 is common.
© thaveHIV
* Iwasin close contact with someons with active T disease.
= Ihave diabetes, kidney failure, or cancer.
 Ihad surgery to remove part of my stomach.
ina hospital,jai, drug

* luse injoction drugs.

we recsived an organ transplant.

A National Webinar

n take safe,
effective medicines|

Our session will begin momentarily...

o
gastrointestinal conditions.

@Js;-mm ' =t —~ Videas for community health providers'
Sy Sifreatmenief
gy T e .

2012

http://sntc.medicine.ufl.edu/rtmccproducts.aspx
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