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OBJECTIVE
To examine the challenges to bedaquiline (BDQ) access and use in 

U.S. tuberculosis (TB) program settings, including purchase and 

procurement requirements. 

BACKGROUND
• A treatment regimen that includes BDQ can improve outcomes 

among adults with multidrug-resistant tuberculosis (MDR-TB) but 

is seldom used by U.S. TB programs. 

• The World Health Organization (WHO) and U.S. Centers for 

Disease Control and Prevention (CDC) have recommended BDQ 

for the treatment of MDR-TB since 2013.

• Barriers preventing health care providers from using BDQ in high-

resource settings have been unclear.

Survey 

• A total of 107 surveys were submitted from TB programs in 9 

cities, 6 territories, and all 50 states; 24 were partially completed.

• Cost was the principal barrier to wider use of BDQ, with 97% of 

survey respondents indicating that the price of a six month course 

(full price: $30,000; 340B Drug Discount Program pricing: 

$23,000) was prohibitive to use in TB program settings. 

• Other than cost, the survey identified additional barriers to BDQ 

use, including up-front payment and procurement (see Figure 3).

• Responses to the open-ended questions found that the ordering 

process to procure the drug was confusing, lengthy, and often 

delays treatment initiation with BDQ.

CONCLUSIONS
Both the survey and the focus groups identified high cost of BDQ, the 

requirement to purchase a six-month treatment course up front, and 

use of a sole distributor as barriers that are significantly affecting their 

ability to offer BDQ to patients in need. Our findings and 

recommended actions to improve BDQ access in the U.S. were 

shared with the drug sponsor, U.S. Janssen Therapeutics.

The NTCA and TAG are continuing discussions with Janssen 

Therapeutics about potential solutions to the identified barriers to 

domestic BDQ access. This study and the resulting advocacy efforts 

and negotiations demonstrates a replicable model in which research 

findings can support advocacy initiatives and mobilize policy and 

other changes necessary to improve access to medicines.

METHODS

Focus Groups

• Two follow up telephone focus groups were conducted in October 

2017 among selected survey participants to explore open-ended 

answers presented in the survey.

• Participants were selected based on their position indicated in the 

survey. Invitations were sent to TB controller or TB experts 

involved in budget decisions.  

• Focus groups were designed to last approximately 1 hour. In both 

sessions, participants were asked the same questions and given 

the opportunity to reply to responses. The interview guide was first 

piloted with TB program directors and managers.

• Both sessions were facilitated by the same experienced 

moderator, assistant moderator and two note takers.

• Recordings of the focus groups were transcribed using rev.com. 

Transcriptions were verified for accuracy by study facilitators.

• A thematic analysis was applied to data using RQDA: R-based 

Qualitative Data Analysis. R package version 0.3-0. A codebook 

was developed based on emerged themes (See Figure 2).

Focus Groups 

• Two low-, four medium-, and four high-incidence jurisdictions 

participated. The first session had 4 participants, with 1 drop out, 

whereas the second session had 8 participants. 

• All participants affirmed that the current cost of BDQ prohibits use 

among U.S. TB programs. Participants indicated $1,000 per six-

month treatment course would be more appropriate. 

• Participants described how BDQ prescription and procurement is 

complicated by internal budget approvals and specialized 

knowledge in the procurement process; (e.g. contracting with a 

sole distributor, navigating patient assistance programs, and 

obtaining prior authorizations from insurance companies), adding 

demands on staff time. 

• Participants agreed that monthly access would help address 

some of the internal barriers to procurement. 

• Further, TB programs did not want to purchase six months of 

BDQ upfront given that patients may need to discontinue BDQ in 

the event of intolerance or other clinical factors.

• Barriers to BDQ, especially the high price and extra demands on 

staff time, delay treatment initiation and affect other therapeutic 

and preventive patient services. 
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RESULTS

“…the hospital has had to make decisions like not 
offering therapeutic services that they would to be 
able to offer for these patients, in-patient physical 
therapy, occupational therapy, etc. It's 
[Bedaquiline] a drain on resources ....”

High Incidence Respondent 1

Survey

• A web-based survey was administered in June 2017 to 68 CDC-

funded TB programs. The survey contained both open- and 

closed-ended questions. 

• In some instances, jurisdictions had multiple respondents; (e.g. 

local TB programs responded in addition to their state 

counterpart).

• The survey was administered with SurveyGizmo® and data was 

analyzed using Stata 14.2. 

• Survey findings were used to inform the focus group interview 

guide (See Figure 1).

In an open-ended survey question, 21 respondents indicated barriers other 

than cost as reasons their program did not use BDQ.

IMPLICATIONS


