Nicoletta A, Turner-Foster, MD
Medical Officer

U.S. Department of Justice
Federal Bureau of Prisons
Federal Correctional Institution
P.C. Box 38 ‘
Fort Dix, New Jersey 08640

December 18, 2011

The Honorable Carolyn N. Lerner
Special Counsel

Office of Special Counsel

1730 M. Street, N. W, Suite 218
Washington, D.C. 20036-4505

Re; OSC File No. DI-11-2109

I submit this letter to comment on the report prepared by Mr. Scott Schools, the Associate
Deputy Attorney General. His report was generated in response to my “allegations that
employees were responsible for a violation of a law, rule, or regulation, gross mismanagement,
and a substantial and specific danger to public health and safety -at the Department of Justice,
Federal Burean of Prisons (BOP), Federal Correctional Institution; Fort Dix, New Jersey™.

After, reviewing the aforementioned report, | noticed some areas that require further comment
for elarity,

in section I entitled “The Predicate for the Investigation”, it is documented in the report, “The
whistleblowers stressed that several months is an unacceptably long time to wait for laboratory
testing and results for patients requiring medical evaluations.” It was and continues to be my
practice to schedule the patient’s lab collection one (1) month prior to his next clinic visit {clinic
visits are supposed to occur every 6 months). In theory, this would aliow one (1) month for the
lab to be collected. However, usually the lab collection did not occur prior to the clinic visit,

The lab collection usually did not occur six months or even a year after the scheduled lab
collection date.

In section III entitled “Summary of Evidence Obtained from the Investigation™, it 1s documented
in the report, “The physicians are responsible for chronic care clinics (CCC), and their caseloads
range from 435 to 530 in number.” This is an understatement. In addition to evaluating 10
patients a day (the number of patients a physician is required to evaluate a day increased from 8§
10 10 during the investigation on the lab collections) the physicians have other responsibilities.
The physicians are responsible for providing the final impression and freatment plan for ail
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emergent/urgent clinical care. The physicians perform concurrent visits (clinical patient
encounter performed concurrently by a mid-level practitioner (physician assistant or nurse
practitioner) and a physician). The physician has numerous administrative responsibilities. He
or she must review and cosign all off shift BEMR entries made by the mid-level practitioners.
He or she must review and cosign: (1) laboratory results, (2) radiology reports {x-rays, MRIs, CT
scans), (3) ERGs, or (4) subspecialist’s impressions and recommendations. He or she must
develop an impression and a diagnostic or treatment plan for the aforementioned reviewed
documents when appropriate.

It is important to clarify the responsibilities of the physician so that the environment in which the
physician evatuates the patient is evident. Also in section IIL, it is documented, “The doctors did
not always review lab documentation when examining patients to determine if there were
outdated tests that had not been completed. There were a number of duplicate tests ordered for
the same patients. For example, if the inifial test was determined to be outdated a new test was
ordered. In some cases the initial test, no longer in the prescribed time frames, would not be
cancelled and would stili show as pending.”

As the responsibilities of the physician continue to increase the time to address these isSues
remains constant. Consequently the time, the physician has to evaluate the patient and w©
document the encounter, continues to decrease, There are four main screens in BEMR. First, is
the subjective screen which is where the patient’s history and subjective complaints are
documented. Next, is the physical exam screen which is where any physical findings or
pertinent lab resulis are documented. The third screen is the diagnosis screen which is where the
patient’s diagnoses are entered. The fourth and last screen is the plan screen which is where the
physician/clinician orders medication, x-rays, labs, consultations with subspecialists, and
schedules other on site orders like Optometry visits, EXGs, pain clinics, etc...

When the physician clicks on the lab tab, BEMR only shows lab orders back to a certain date; it
will not typically show the physician or the clinician lab orders from two or three years ago.
Also, the physician or the clinician may not even think to look greater than 1 year back to
determine if labs were ordered but not collected. "Who would expect that labs would not be
collected for more than one year afier the scheduled collection date?

Also documented in section III is the term “duplicate tests ordered for the same patient”. This
term deoes not accurately describe the ordered lab.  The labs on the “pending lab collection
rosier” (that initiated this investigation) were labs weze scheduled for collection by the clinicians
but, these lab collections did ocour. [ was instructed to review of approximately 30 lab
collections that { ordered (that were identified as potential duplicate lab orders by health
information technicians). I did not confirm any duplicate orders. For example, { evaluated a
patient in clinic on 01/01/2008 and, ¥ scheduled a lab collection on 06/01/2008. The patient
returned on 07/01/2008 but, the lab collection scheduled for 06/01/2008 did not occur. 1 did not
reorder the same labs. I I required labs in addition to the lab collection 1 scheduled for
06/01/2008 then ! would order only the additional labos required.
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The lab coliection date was not changed. It is recommended by the Federal Bureau of Prisons
(FBOP) Clinical Practice Guidelines (CPGs) that cerfain diagnoses be monitored via lab
collections. In addition, medications used to treat certain diagnoses ie. diabetes and high
cholesterol require monitoring of the patient’s kidney and/or liver function via lab collections.
So, if the lab was not collected 6 months, 12 months, or more after the scheduled collection date,
then it appears that the expectation outlined in this report is that the uncollected should be
discontinued and reordered.

This expectation is unacceptable 1o me. To discontinue and reorder the lab I ordered 6 months or
1 vear ago could imply that I did not need the lab collection on the scheduled date or worse, it
could appear as if I was not monitoring the patient’s diagnoses for 6 or 12 months. Both of those
implications are inaccurate. I ordered the lab collection because I need to monitor the patient’s
diagnoses and, | need to monitor the patient for side effects of medications. It is possible that ]
ordered the lab collection to diagnose a patient with diabetes, HIV, Hepatitis C, stc...

The foot note at the bottom of page 6 of the report documents, “Although Turner-Foster
acknowledged a long past due date, she put a 5 month due date on her lab order, suggesting no
urgency.” Certainly, the lab collection is not urgent; however, I did not intend nor did I expect
that the lab coliection would not occur for 6 to 12 months after the scheduled coliection date.

Some of the documentation in section III generated meore questions for me than answers. For
example, why wasn’t Ms. Johnson, the lab technician trained by a FBOP staff member? Mrs.
Palmisano is the least senior health information technician in the Health Service Department.
Why wasn’t one of the more experienced health information technicians testimony sited? Why
didn’t Dr. Lopez de LaSalle (the Clinical Director), Commander Baker (the Health Service
Administrator), Ms. Zickefoose {the Warden), Regional nor Central Clinical Oversight know the
“true magnitude and scope of the problem™? The Heath Service Administration had access to a
pending lab roster prior to the preparation of the following memorandums.

Documented in section III entitled “The investigation revealed mumerous efforts to resolve the
problems of overdue laboratory requests: In a December 18, 2009 memorandum, titled “BEMR
House Keeping” and addressed to all clinical staff, L.aSalle notes, “Make sure you discontinue
old labs, duplicate labs, tabs which do not follow the schedule you have assigned for your
patient. A March 8, 2010 memorandurn from CD I.aSalle and HSA Steve Spaulding with a
subject line “BEMR Housekeeping” advised al} Clinical Staff, “In the process of reviewing your
case, if you note the service has already been provided, or is no longer indicated, please remove
from the scheduler and indicate in the comment box why the service was cancelled.” It was also
noted, “Before you order labs, look to make sure someone eise has not ordered the same labs.”™

The memorandums titled “BEMR Housekeeping”™ instructed clinicians to review lab requests
without the patient and to decide if the lab request could be deleted. I submit that ideally, the
clinician should evaluate the patient prior to deciding if the ordered labs are still needed. At the
very least the clinician would need to review the chart of the patient for each lab order to
essentially guess if the lab order is still required. Also, as I mentioned earlier deleting labs that
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were ordered for example in 2008 then reordering the same labs in 2011 could lead to inaccurate
implications.

Also, in section ITI it is documented multiple times that the health service administration and the
executive staff attempted to hire lab technicians; however, it was noted that an appropriate
candidate could not be found. However, during this investigation three lab technicians were
located and hired. There are now four lab technicians at FCI FTD.

In section IV entitled “Violation or Apparent Vicolation of Law, Rule or Regulation™ it is
documented that “the investigation revealed no violation of law, rule or regulation by not
conducting medical Jaboratory test in a timely manner. ... While we recognize the potential risks
posed to the inmates as a result of untimely laboratory test, we do not believe management’s
agctions or inaction rose to the level of “gross mismanagement.”

Gross mismanagement is defined as actions or situations arising out of management ineptitude or
oversight leading to major violations of Workforce Investment Act (WIA) processes, regulations,
or contract grant provisions that could severely hamper the accomplishments of the program
goals. I do not fully understand this definition. Therefore, I will not comment on if the health
service administrative staff’s mismanagement meets the definifion of “gross mismanagement”.

I realize that the Associate Deputy Attorney General’s report was generated from information
obtained during an investigation solely on the specific allegation that “FCI Fort Dix employees
did not timely collect samples for medically ordered laboratory diagnostic tests, including blood,
stool, and urine samples, which in turn caused delays in receiving results that were needed for
medical diagnoses”. However, I feel obligated to put the issue of lab collection into perspective.

At this point, I have to digress to November 1, 2007, when the US Department of Justice FBOP

Federal Correctional Institution at Fort Dix gave me a letter of proposal through the Clinical
Director at that time, Dr. John Chung, that I be suspended for 30 calendar days for my alleged
Jailure to follow proper medical procedures and for my alleged failure 1o provide adegquate
medical care. (Appendix I) Specifically, the charges were.

1 “On April 19, 20035, while on duty as an atte nding physician, you freated an inmate for
Latent Tuberculosis Infeciion (LTBI). Agency's Clinical Practice Guidelines provide
procedures for initiating an Isoniazid Prophylaxis regimen based on positive Protean
Purified Derivative (PPD) readings for Late nt Tuberculosis Infection (LTBI), yet you
Jailed to order the required baseline liver furction tests priov to providing INH
ireatments to this inmate, You were made aware of the Bureau's Clinical Practice
Guidelines through Continuing Professional Education in November 2002 for PPD and
in April 2003 for TB. Your actions described above constitute a violation of this
procedure.” ‘

2. “On April 19, 2003, while on duty as an aitending physician, you treated an inmate for
Larent Tuberculosis Infection (LTBI). Agency’s Clinical Practice Guidelines provide
procedures for initiating an Isoniazid Proplrylaxis regimen based on positive Profean
Purified Derivative (PPD) readings for Latent Tuberculosis Infection (LTBI), yer you
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Jailed to ensure a baseline CXR was ordered for the inmate. You were made aware of the
Bureau’s Clinical Practice Guidelines through Continuing Professional Education in
November 2002 for PPD and in April 2003 for TB. Your actions described above
constitute a violation of this procedure.” '

3. “On August 1, 2005, while on duty as an attending physician, you provided follow-up
treatment for an inmate with Latent Tuberculosis Infection (LTBI). Agency’s Clinical
Pracrice Guidelines provide procedures for inifiating an Isoniazid Prophylaxis regimen
based on positive Protean Purified Derivative (PPD) readings for Latent Tuberculosis
Infection (LTBI), yet vou failed to order the required baseline liver function lests prior to
providing INH treatments to this inmate. You were made aware of the Bureau’s Clinical
Pracrice Guidelines through Continuing Professional Education in November 2002 for

PPD and in April 2003 for TB. Your actions described above constitute a violation of
this procedure.” .

This patient complained of abdominal pain on 10/28/2005 and on 11/04/2005. It was
documented by the Physician’s Assistant that the patient stated he had a KUB and a lab
collection on 10/31/2005.  However, the lab results were not available for review until after the
patient had been fransferred to the community hospital on 11/13/2005. The lab results were

reviewed by me on 11/16/2005 and a duplicate lab result report was reviewed by Dr. Chung on
11729/2003,

Of note, the FBOP sustained the charges against me because I failed 1o follow the Federal

- Bureau of Prisons Clinical Practice Guidelines dated December 2004. The FBOP CPGs did not
say that prior fo initiating Isoriazid for LTBI liver furnction tests must be checked. The FBOP

CPGs dated December 2004 were as follows, "All inmates should have baseline liver
transaminases measured and should be subsequently monitored for signs and symptoms of

- hepatitis and other medication side effecis”.

Of note, the FBOP dismissed the fact that the Assistarit Health Service Administrator ar the time,
Mr. Tushar Patel, wrote the following email to all clinical staff on 01/21/2005, “Please be
advised that Hepatitis B and C profiles and LETs are not ordered routinely unless there is
history and medical evaluation is completed during sick coll, chronic care clinic or during
physical examination. Please do not order Hepatitis Profile or Liver Function Test on a routine
basis for inmates with a history of positive PPD”. {Appendix 2)

The FBOP guidelines for the treatment of LTBI differ from those of the CDC. The Centers for
Disease Confrol and Prevention’s Latent Tuberculos£s Infection: A Guide for Primary Health
Care Providers (last updated November 24, 2010) do cuments the following. “Physical
examinarion and medical history, which includes obiciining information about previous positive
resulls of a test for TB, previous treatment for LTBI or TB disease, and a risk assessment for
ltver disease, are indicared for an individual with pos itive test resulls. Written documentation of
a previously positive TST or IGRA resuit is required; a patient’s verbal history is not sufficient.”
In addition the CDC documents the following, Baselizie laboratory testing (measurements of
serum AST, ALT, and bilirubin) are not rowtinely necessary. Laboratory testing at the start of



LTBI therapy is recommended for patients with any of the following factors:

Liver disorders

History of liver disease (e.g., hepatitis B or C, alcoholic hepatitis, or cirrhosis)

Regular use of alcohol

Risks for chronic liver disease

HIV infection

Pregnancy or the immediate posipartum period {i.e., wi{'ﬁin 3 months of delivery) " (Appendix 3)

In conclusion, on November 7, 2011 the Department of Justice concluded that management's
actions failed to violate a law, rule, or regulation by not conducting medical laboratory fests in a
timely manner. However, on November 1, 2007, the FBOP sustained charges that [ failed to .
order the required baseline liver function tesis prior to LTBI treatment initiation, Furthermore,
the FBOP ruled that my failure 1o follow the FBOP CPGs constituted a "violation of this
procedure”,

I submit that the FBOP constituted a violation of the procedure of following their CPGs. The
Jailure of Ceriral Office Clinical Oversight, Regional Office Clinical Oversight, The Warden,
The Associate Warden over Health Services, the Clinical Director, and the HSA to recognize the
severity of the lab backlog prevented me and other clinicians from following the CPGs for at
least 2 years. In fact, the FBOP inhibited the physicians/clinicians from evaluating the patienis
according to the FBOP CPGs. Consequently, patient safety was compromised.

Sincerely,

SR

Nicoletta A. Turner-Foster, MD
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From: Tushar Patel
To: docs, FA
Pate: 122005 2:55:52 PM
Subjact: Grdering Hepatitis Profite and LFT's
Hease be advised thal Hepalilis 8 and C prefiles and LET'S are not o'c,mevl routinaiy untess there is a

nistory ant medical evaluation is compleled during sick call, chronic care clinic or during physical
gxamination

Paase DO NOT order ﬁcwn s Profiie or Liver Function Test og g rouline b a"“; far %nma‘tes with
Ristory of positive PRPD. IFthe mmate has o posilive PPD, you nead 1o refer him in PPD Clinic. i {hers
: icalion for IMM Prophylasis, i will be ordered byt the Clirician. If inmale s at hvgh risk fram a
arevious risky behavior, Lo, intravenous drug use, multiple sex partners, a thorough history and physical
must be documenied prior Lo ordering Hepalitis Profile and @ foliow-up must be provided after ihe
resulls

Crdering the fabs and not providing follow-up for abnormal labs is risky and can tead lo 8 malprachice

lawsut, Please feal free Lo contact mig if you bave any questians ragarding this matler, Thank you,

Tushar B, Patel, CCHEP, ACHE
Assistanl HSA ,
FOFort Dix, NJ 08840
B0S.72%-4100, X778
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Treatment of Latent TR infection

Treatment Begimens

Using an adaptation of the U.5, Public Health Zervice (USPHS)
rating system, CDC and ATS nave rated LTBI treatment
regimens pased on the strength of recommendation and the
quality of the evidence that supports that recommendation (see
Table 4).

Table 4: Treatment Regimens

" Drug/Dose | . Frequency/ Rating(cvidance)t

! Duration HIV | HIV

t rnegative | positive
preferred Regimen ]
Isoniazid iDaily x @ months - A (I1) Ay

Adult: 5 mafkg
Children: 10-20 l

img/kg |
Maximum dose ] |
300 mg |

Alternate Regimeans

Isoniazid Twice weekiy x 9

Wduit: 15 mg/kg ]nmn:hsg

(Children: 20-40 |

myg/ky g

Maximum dose |

G500 m g l

Isoniarzid

Adults: 5 mg/kg l

Maximum dose \
:
|
I

Daily »x © montihs

300 mg
Es{miaz%d Twice weekly w &
fAduHs:leﬂg/kgsnonﬂ%@
Maximum dose :
(900 mg |
IRifampin Daily x 4 mont bs ]
Iadutis: 10 mg/kg |
iChitdren: 10-20 _ \
hngﬁkg I
|
|

|Maximum dose
|

|
'

Botns oo e oov/hinnbs/LTRIATEament. htm

vage

Lot
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: |
500 mg i ; ] .
Mota;
A regimen of rifampin and pyrazinamide for the treatment of UTE] should
generally not e offerad dua to risk of severa advarse evants.

In situations in which rifampin cannot be used {2.g., HIV-infected persons
recaiving protease inhibitors), rifabutin may be smstswteri

e sndi,  wen A

* Strangth of the racommandation: A = preferred regimen; B = acceptabie
altarnative; © = offer when A and 2 cannot be given

T Quality of the supporting evidence: I = randomized clinical trials dats; 1 =
data from clinicai trisis nat randomizes or from other pepulation

§ intermitient regimen must be arovided via diractly observed therapy (DOT),
i.e., haalth care worker observes the ingesticn of medication i

Special Considerations in the Treatment of LTBI

S, R

Contacts

i,

Contacts are those with recent, protonged exposure to a person
with known or suspected infectious T8 (i.e., putmonary or
faryngeat TB with positive sputum smear), Thay should
evaluated immediately for T8 disease and LTBL. If the T5T is
positive, the guidelines below should be followed. Those who
have negative TST reactions should be retestad in 8~10 weeks.
Howaeaver, treatment should be initiated in T8T-nagative
children € B years of age {nots: some TH control
programs may use a different age culoff) and in
immunocorpromised persons of all ages; this should be
continued until the resuits of the second test and other
medical avaluation are known, This treatment is known as
“window prophylaxis” and accounts for the time period
immediately after exposure when @ TST may remain negative.

i

L5 P
i, a2

o If person is exposed to knowen drug-susceplible TH or drug
susceptibiiity is unlnown;
o Positive TST result — treat regardless of age with
isoniazid {INH) for $ months preferred
o Negative TST resull — retest in 8 -10 weeks
v If person is exposed to known izoniazid-resistant TS
o Positive TST result - freat for 4 months with

rifampin (RIF)
o Negative TST result — retest in 8-10 weeaks

A s:w-T\'gﬁ

N
o 45

&
s

s If persan ls sxposed to knowwn multidrug-ragsistant T8
{(MDR TE):
& Positive TST result — An expert in the treatment of
multidrug-resistant 7B should be consulted.

é:;

Bo. M
ca ]

B
Ay

o Negative TST rasult — retest in 8-10 weeks {g
e In general, TST-positive comtacts with a documented I
history of prior adequate trexatment for LTBI do not need i

t5 he re-traated. Re-treatm ent may be indicated for
persong at high risk of becoming re-infecied and
prograssing to 7B disease ( .9, immunocompromised

paersons)

gt

-
i e

9

peifveww cde gov/ib/pubs/LTB Y reatment htm b0
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HIV-infectaed Individusals

« HiV-infected individuals should be treated with a S-month-
regimen of INH.

o Rifampin (RIF) s contraindicated in HIV-infected persons
baing treated with certain combinations of antiretroviral
drugs. In those cases, rifabutin may be substituted for RIF
(see CDC website at hitp://www,cdc. aov/th for guidelines
for the use of rifamycins and protease inhibitors or
nonnicleoside reverse transcriptase inhibttors).

« IFTST resuit is negative, treat If person has recent,
projonged exposure to infectious TB or if there is ongoing
risk for exposure.

Pragnancy

+ Consider immediate treatment for LTBI if the woman is
HIV-infected or recent contact, and monitor

s 10 the absence of risk factors, wait until after the woman
has delivered to avoid administering unnecessary
medication during pregnancy

« INH daily or twice weekly (using DOT) is preferred
regimen

« Supplementation with 50 mg of pyridoxine {vitamin B&) is
recommended

Breasifeeding

+ Breastfeeding is not contraindicated in women taking INH

o Supplementation with 50 mg of pyridoxine (vitamin B8} is
recommended for nursing women and for breastfed
infants

» Amount of INH 0 breast milk is inadequate for treatment
of infants exposed to T8

Infants and Chiidren

« Infants and children under o years of age with LTBI have
bean recently infected anct, therefore, are at high risk for
progression to disease

¢ Risk of INH-retated hepatitis in infants, children, and
adolescents is minimal

« Routine monitoring of serum liver enzymes is not
necessary

« DOT should be considerec

Additional Notes of Importance

o Old fibrotic lesions can represent previous T8 disease,
Parsons with TST result of 2 & mm of Induration and no
active disease shoukd be treated for LTBL

« Calcified solitary pulmonary nodules, calcified hilar lymph
nodes, and apical pleurat capping represent healed
primary M. tubercufosis infection and do not intrease the
risk of TB disease. Perso ns should not receive traatment

e feaaar orde U(\\;’f‘l‘hi{i'}llb SIJLTB U”[Tf:zﬁmentil‘{{?

=
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uniess other risk factors are present.
Adverss Effects of Drugs Used to Traat LTEI

Many health care providers have concerns about treating
patients for LTBI. These concerns are generally related to the
length of treatment and the potential side effects of isoniazd
(INH). As with any treatment, the physician must weigh the
risks and benefits for each individual, Obtatning a detailed and
accurate medical history and updating information at frequant
intervais will detact persans who require close monitoring and
aid the physician in determining the most appropriate course of
action. In acdition, CD{C guidelines, drug package inserts, and
other authoritative medical sources should be consulted
whenever there is a quastion about side effects or drug-drug
interactions.

i)

The sections that follow discuss some of the adverse effects of
isoniazid and rifampin, as well as recommaendations for
maonitoring during treatment and for assessing and ensuring
adherence.

Possible adverse effects of INH

+ Asymptomatic eievation of serum livaer enzyme
concentrations pocurs in 10%-20% of people taking ThNH.
Increased enzyme concentrations can De acceptad at up S
times the upper limit of normal for patients who are free
of hepatitis symptoms, if the serum bilirubin concentration
s in the normal range. Liver @nzyme concentrations
dsualty return to normal even when treatment i
continbed.

o Clinical hepatitis occurs in 0. 1% to 0.15% of people taking
INH, and is more commaon when INH s combinad with
othear agents. Factors that may increase either these rates
or the severity of hepatitis include alcohol consumption,
underlying liver digsease or risks for liver disease, and the
concurrant use of other medications which are
metabolized in the liver. Symiptomatic hepatitis is rare in
patients younger than 20 years of age, but seversa and
fatal cases have been reported, and younger patients
should be menitored clinically with the same precautions
as older patients.

« Peripheral neuropathy occurs in tess than 0.2% of people
taking INH at conventional doses, and is more likely in the
presence of other conditions associated with neurapathy
such as diabetes, HIV, renat failura, and alcoholism,
Pyridoxine (vitarnin BE) supplementation is recommended
in such conditions or to prev ent neuropathy in pregnant or
breastfeeding women.

Possible adverse effects of rifampio (RIF)

» Hepatotoxicity, evidenced by ransient asymptomatic
hyperbilirubinemia, may occur in G.6% of parsons taking

Py

v . o R 1 J!'Y:.:Zi‘r’
hiep:/fwww.cde. gov/tb/pubs/L TR /treatment. iitm L
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STBE -LTBI-T reatment of Latent TB Infection

RIF. Hepatitis is more lkely when RIF is combined with
I,

« Cutaneous reactions, such ag pruritis {with or without &
razh), may occur in 8% of persons taking RIF. It is
generally self-limited and may not be a true
hypersensitivity; continued rreatment may be possible.

« Gastrointestinal symptoms such as nausea, ancrexia, and
abdominal pain are rarely severe enough to discontinue
treatment,

= Orange discoloration of body fluids s expectad andg
harmtess, but patients should be advisad. Soft contact
lenses may be permanently stained,

« RIF interacts with a number of drugs, causing drug-drug
interacticns. It is known to reduce concenorations of
methadone, warfarin, oral contraceptives, and phenytoin.

¢ RIF Is contraindicated, or shouid be usad with caution, in
HIV-infected individuals being treated with cartaln
protease inhibitors {PIs) or nonnucleosida reverse
transcriptase inhibitors (MNRTTS). In this situation,
rifabutin may be substituted.

- Patient Monitoring and Education During Treatment

Te ensure safe and efficacious treatment for LTBI, the provider
should periodically assess the patlent’s progress. This evaluation
mvotves the following:

Lahoratory Testing

« Daseline laboratory testing (measurements of serum AST,
ALT, and bilirubin} at the start of LTBI therapy is
recommended for patients with any of the following
factors:

o Liver disorders

History of liver disease (e.49., hepatitis B or C,

alcoholic hepatitis, or cirrhosis)

o Regular use of alcohol

o Risks for chronic liver disease

o HIV infection

o Pregnancy or the imme diate postpartum periad (1.e.,

\

within 3 months of delbvery)

e

e

(B OB (B (2 0P 08 U5 O 00 135 (20 (00 (59 U5 L5 0D Lem wmm ke e s ey e e e o

Baseline testing can be consiciered on an individual basis,
egpecially for patients taking other medications for chronic
medical conditions,

s After baseline testing, routine periodic retesting is
recommended for persens wiie had abnormal initial resuits
and oither persons at risk for hapatic disease,

At any time during treatment, whaether or not bageiing
tests were done, laboratory testing is recommended for
patients whe have symptams suggestive of hepatitls (e.g.,
fatigue, weakness, malaise, anorexia, nausea, vomiting,
abdaminal pain, pale stogls, dark urine, chills; or who
Mave signs of jaundice, Patieents shouid be instructed, at
‘the start of treatment and a t each monthly vigit, o stop
taking treatment and to see ¥ medical attention

FPRFEEEPE@

Wb i e onviih/nubs/ LT BUreatment him

Page 5 of §
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immediately if symptoms of hepatitis develop and not to
walt until a ¢linic visit to stop treatment.

w AST or ALT elevations up to S fimes normal can be
accepted if the patient is free of hepatitis symptoms, and
Up to 3 times normal if there are signs or symptoms of
fver toxicity,

s i e s

|
Clinical Monitoring 42

s Patients should visit the health care provider who is
managing treatmment on a monthiy basis for
o Brief physical assessment for signs of hepatitis
- o Assessment of adherence
o Review of symptoms of possible adverse drug
reactons or inferactions
v Patlents taking INH or RIF who exparience passible
adverse reactions should be advised to stop medication
and consult their physician immediatety

Patiant Education

s+ Explain the disease process and rationaie for medication in
absance of symptams or radiographic abnormalities

+ Review the Imporiance of completing treatment for LTBI

¢ Discuss possible side effects of LTBI medications such as

e

Y Y YT YT Y YITIYTY

o Faver
o Unexplained anorexia

o Darlc urine (color of coffee or cola)

o lcterus ' -

o Rash g

o Parsistent paresthesia of hands and fest gfj

~ Parsistent fatigue or waakness lasting 3 or more 323
days '

o Abdominatl tenderness, especially in right upper %ﬁ
quadrant

o Fasy bruising or bleeding

o Arthralgia '

o Nausea

¢ Yomiting
Discuss management of comimaon side effects and the
need to report to physician

¢

&

Assessing Adherence

SRR g
G

L

Many variaples affect a patient's adherance to the medication
regimen for treatment of LTBL Episodes of nonadherence should
he datected and addressed as soOn 85 possibie. Some examples
of parriers to adherence are noted in the'saction that foliows.

Office-Related Variables

« Long waiting time for appeintmeant and referrals
« Long walting time in provid ar's office
« Ipcopvenient office hours :

| thy 1.TBI S P4/2086
Bt fwww ede gov/thpubs/L TR treatment.Am Piflaf 20
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= Complicated telephone system (not “user-friendly”)

Patient-Related Variables

« Misinformation about topics such as

o The TET; for example, a positive TST result thought
to be normal or common in all foreign-born persons
Differences hetween injections, vaccines, and TST
The words “positive” and "negative”

Transmission and prevention

Safety of family and friends around someone with
LTBl

= Hesidantial instability

¢ Lack of financial resources

« Pocr access to health care

Stigma associated with tuberculosis

s Co-existing medical conditions

o 0 O 0

Treatment Variables

« Visits for administering, reading, and counseling between
ST and QFT

« Complexity and duration of treatment

« Medication side effects

+ Obtaning refills

o Frequency of offica visits

2

Techniques to Improve Adherence

¢ Coflaborate with local health department to provide
o DOT, especially if intermitient therapy is desirable

or if patient is high risk {e.g., HIV infected or T8
contact)
Case management to coordinate care and servicas
Free or low-cost medication
Incantives (rewards for adherence)

w (Grocery store or restaurant voudchers

e Nutritional supplements

w Movie tickets

#

[#]

k)
o O

y

o Enablers (to overcome barriers)
g Free van transporiation or bus tickets
x FEffective patient education
s Provide patient education and instructions in patient’s
primary language
« Reinforce patient education at each visit
s Ensure confidentiality
« Suggest or provide gatient remindars such as pilt box,
calendar, timer :

Posttreatment Follow-Up

« Patient shauld receive docu mentation of TST or GFT
resuits and treatment comeletion that includes name,

LH/ 42000

B
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dates, chest radiograph, and dosage and duration of
medication. The patient should be instructed that he ar
she should present this document any time future testing
is required,

» Patient should be re-educated about the signs and
symptoms of TB disease and fold to contact his or her
rnedical provider i he or she davelops ary of these signs
Or sympitoms.

= Regardless of whather the patient compiates treatment for
LTBI, serial or repeat chest radiographs are not indicated
uniess the patient develops signs or symptoms suggestive
of T8 disease,

Last Reviewed: 04/18/2007
Content Sowrce: Division of Tub
Mationzi Centar for HIV/AIDS,
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POF format, Downioad the Adoba Acrobat™ feader.

if you hava difficulty accessing any materia) on the DTSBE Web site bacause of a
oot

disatility, please contact us in writing or via telephong and wa will work with you
ro make the information availabis, :

Division of Tuberculesis Elimination
Atin: Content Managar, DTBE Web site
Centers for Disease Control and Prevention
1600 Clifton R4, NE Maiistop B-~10
Atlanta, GA 30333
COC-INEQ a3t (L-800Y 232-46386
TIY: 1 {888) 232-5348
E-mail: qdoinfodiedeggy

Cantars for Dsease Control & Prevantion

Mational Cantar for HIV/AIDS, Viral Hepatitls, $TD, apd TB Prevaation
Division of Tuherculosis Elimination
Please send comuments/suggestions/ requests to: COCINFOd . gey
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