


U

Home > Drug Safety Update 1. Differentiating the Mechanisms

N
/il ACE-inhibitors: Be aware of the
distinction between bradykinin-

and histamine-mediated
angioedema, as treatment strategies
differ significantly

Bradykinin-Mediated (e.g., ACE Histamine-Mediated (Allergic
Feature inhibitors) Reaction)

Primary Bradykinin buildup due to impaired Mast cell degranulation and
Mechanism degradation histamine release

Associated
Symptoms

Localized swelling (tongue, lips, larynx),
abdominal pain; no hives

Hives (urticaria), itching,
wheezing, low blood pressure

Onset Timing Highly variable; can happen days, weeks,

or even years after starting the drug

Rapid; usually within minutes to
1 hour of exposure

Healthcare professionals should be aware of the potential for
delayed onset of angioedema and the distinction between
bradykinin- and histamine-mediated cases, as treatment
strategies differ significantly and bradykinin-mediated
angioedema does not respond to standard treatment.

2. Why Treatment Differs

Standard allergy medications such as antihistamines, corticosteroids, and
epinephrine (adrenaline) are ineffective against ACE inhibitor-induced angioedema.
Instead, management requires:

From: Medicines and Healthcare products Regulatory Agency
Published 16 June 2026

« Immediate and permanent discontinuation of the ACE inhibitor.

« Airway protection and monitoring for laryngeal edema.
Therapeutic area: Cardiovascular disease and lipidology, Emergency medicine,

General practice, Pharmacy and Urology and nephrology « In severe cases, specific bradykinin receptor antagonists (e.g., icatibant) or fresh
Published: 16 June 2026 frozen plasma are used, as they directly address the kinin
pathway.



CO CHE PHU MACH DO THUOC UC CHE ACE (QUA TRUNG GIAN BRADYKININ)

@ VAI TRO BINH THUONG CUA ACE
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ACE gilp chuyén Angiotensin | thanh Angiotensin Il
va déng théi phan hay Bradykinin dé loai bé khéi co thé.
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@ TAC PONG CUA THUGC UrC CHE ACE

Thudc trc ché ACE
(VD: Captopril, Enalapril, Lisinopril...)
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Angiotensin Il
(giam co mach)

Khdng bi phan hay
— TiCH TY QUA MUC
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Thudc rc ché ACE phong téa enzyme ACE
— Bradykinin khéng bi phan hay va tich tu trong mé.
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DAC DIEM LAM SANG QUAN TRONG

VI TRi THUONG GAP

THOI DIEM KHO PHAT
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C6 thé xay ra trong
nhimg tudn ddu ding thude

HAU HONG ¢
(nguy hiém: cé thé
gay the dutmg thé) e =
O nam

Sung ludi va hong cé thé gay
TAC NGHEN DPUONG THO
TRONG THO'I GIAN NGAN

Ho#c xudt hign bt ngdr
sau nhiéu nam dang 6n dinh

NHAN DIEN SOM — NGU'NG THUGOC KIP THOI -

KHONG DAP NG V(1 THUOC D] UNG
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Adrenaline
(Epinephrine) khsngp.,w Corticosteroid

KHONG CO HIEU QUA

Piéu tri nhdm vao con dwéng BRADYKININ

™

B6 sung enzyme phan hiy
bradykinin

Truyén Plasma tuoi
dong lanh (FFP)

(chira kininase |l - enzyme
phan hiy bradykinin)
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Thudng it hodc
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XU TRI PHU MACH DO U’'C CHE ACE

Ngirng ngay thudc rc ché ACE
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A\ Piam bao dwong the — Thé oxy — Theo déi sat

@ HE QUA: GAY PHU MACH

Bradykinin tang cao

Mach mau nhoé
(mao mach, tiéu tinh mach)

~ Tang tinh tham
thanh mach

Huyét trong thodt ra
ngoai mach

T8 chirc dudi da/
duréi niém mac

SUNG NE NHANH CHONG
(PHU MACH)
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Péi khang tac dung cua bradykinin Mg Eradykininlamiting
" tinh tham mach —
phu mach
Icatibant

Khéng phai di irng —

(Ddi khéng thy thé
khéng dap (rng véi

X

Ieatibant

bradykinin B2)
thuéc chéng di trng
Hodc cac thudc khac | théng thudng
(néu cé sin)
& ) A C6 thé xay ra bat ky
Iic nao trong qua trinh
diing thudc
wES ),

XU TRi PUNG CO CHE — NGAN NGUA TAC NGHEN PUONG THO VA BIEN CHU'NG NGUY HIEM



Thudc Uc Ché Men Chuyén (ACE) va Nguy Co Phit Mach: Phan Biét Dé biéu Tri Pung

Qua trung gian Histamine (Di ing)

Dap tng tot vai Khdng dép (ng

Histamine adrenaline. vdi adrenaline.

Phan Biét Hai Loai Phu Mach

Pac diem Phu mach do Histamine Phu mach do Bradykinin

May day (Phat ban) Thuding xuyén xuat hién Thuding khdng ¢d
Dép ting Adrenaline C6 dép ung Khéng dap (ring
Thoi diém xuat hién Thubng la ngay sau khi diing Co thé sau vai tuan dén nhiéu nam

Nhan Biét Nguy Co va Xtr Tri

20-30% truong hop xay
oy ra sau 30 ngay diéu tri

Phl mach do bradykinin thudng
lién quan dén viéc str dung thudc
. kéo dai.

Nging thuéc ngay
Iap tire va vinh vien
Néu nghi ngd phii mach, phai
dirng thudc (rc ché ACE ngay va
khdng bao gio téi str dung.
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Qua trung gian Bradykinin (Khong di img)

Bradykinin

Thaoi gian khai phat
cuc ky linh hoat:

C6 thé xay ra bat cr lic
nao, tir vai tuan dén nhiéu
nam sau khi diing thudc.

Nhém déi tugng

nguy co cao

Ngudi cao tudi, phu ni, ngudi hit
thudc va nguai goc Phi/Caribbe
¢6 nguy ca cao han.
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Original research
Pre-existing mental health disorders are associated with an increased

R risk of traumatic brain injury
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Abstract

Background Traumatic brain injury (TBID is a major public health concern with significant morbidity and mortality. Mental health
disorders (MHDs) are known to arise after TBl. Conversely, we assessed the relationship between pre-existing MHDs and
subsequent TBI risk.

Method A retrospective cohort study was conducted using Epic Cosmos, an electronic health record database representing =250
healthcare organisations and =300 million patients. Adults with/without a MHD were included (01-01-2015 to 31-12-2023). MHDs
were identified using International Classification of Diseases, Tenth Revision, Clinical Modification codes (FO1—F99), and the
primary outcome was diagnosis of TBI, identified using Systematised Nomenclature of Medicine — Clinical Terms codes. Logistic
regression models estimated odds of TBI by category.

Results Data from =200 miillion patients, with multiple MHDs, indicated increased odds of TBl. Dementia showed the strongest
association (OR=4.88), then substance use disorder (OR=3.24), mood disorders (OR=2.97), intellectual disability (OR=2.69) and any
MHD (OR=3.46). Elevated risks were observed for anxiety (OR=2.38), conduct (OR=2.28), developmental (OR=2.30), psychosis
(OR=2.12), behavioural (OR=2.01) and personality (OR=1.69) disorders (p<0.001 and 952¢ CI. Males had higher odds than females
(OR=1.26). Compared with White individuals, odds were elevated for Black (OR=1.35) and American Indian/Alaska Native (AIAN;
OR=1.25) individuals. Risk declined in middle age but increased after 65, peaking at =85 years (OR=2.62).

Conclusions Pre-existing MHDs were strongly associated with increased risk of TBl. The greatest risk was dementia, but the risk was
also higher among males, Black, AIAN and older individuals. This underscores the importance of psychiatric and demographic
factors in TBI prevention and the need for integrated approaches addressing both mental health and injury risk to improve
outcomes in vulnerable populations.
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FDA requires warnings about increased risk
of serious heart-related events, cancer, blood
clots, and death for JAK inhibitors that treat
certain chronic inflammatory conditions

Approved uses also being limited to certain patients
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Still Suffering? Why Latest FDA Approved Drugs
for IBD 2026 Are Your Next Step

& Reviewed by Yoshinori Abe, MD >
v Internal Medicine

The newest FDA-approved IBD drugs in 2026 expand
treatment options for Crohn's disease and ulcerative colitis,
including IL-23 inhibitors, next-generation JAK inhibitors, S1P
modulators, and emerging dual-targeted therapies. These
advances can improve remission rates, reduce steroid
dependence, and offer more convenient oral options.

Choosing the right medication depends on disease severity,
prior treatment response, safety risks, and personal factors
like pregnancy plans or insurance coverage. Talk with your
gastroenterologist about which option fits you, how to prepare
for your visit, and which urgent symptoms require immediate
care.

Because IBD symptoms often overlap with other Gl conditions,
understanding what's driving your flare is the critical first step
before discussing new therapies. A free, instant symptom
check can help you identify possible causes, clarify urgency,
and walk into your appointment prepared with the right
questions—so you and your doctor can move faster toward the
treatment that fits.

Reviewed for medical accuracy: 07/09/2026

Thudc iwc ché Janus kinase (JAK)

OLUMIANT

JAK INHIBITOR
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- NHONG BUGC TIEN MGl

f U CANH BAO AN TOAN
ji [/, TRONG DIEU TRI IBD (2026)

& LUUY TUFDA

Rui ro nghiém trong tir
thudc trc ché JAK

Téng nguy co dau tim, dot quy, ung
thu phéi, cuc mau dong va tr vong.

Doi tugng str dung han ché
Chi danh cho bénh nhén khong dép

_ (rng hodc khdng dung nap thudc tc

ché TNF.

Thudc de ché B diéu bién — Ligu phap kép Can nhac ky ludng giira lgi ich va rti ro,
IL-23 STP the hé mdi vdi canh bdo nghiém ngat tir FDA ddi véi
nhom thudc trc ché JAK.
Thudc rc ché JAK thé hé tiép theo  Muc tiéu diéu tri cao hon

Triéu chimg can cap clrungay  Tom tat cdc loai thudc trc ché JAK pho

bién va tinh trang canh bao hién tai
Xty —
@ @ (Tlf:auﬂg'f) Tinh trang FDA

Paunguc  Paunguc  Khothd Xeljanz / Xeljanz XR Canh bao hop den vé

X . .7 N\ . N (Tofacitinib) tim mach & ung thu
Olumiant r Yeu cau cép nhét canh
Dang vién nén tién lgi, tdc dung Khong chi giam triéu chirng ma con (Baricitinib) "~ bdo an toan méi

nhanh va hiéu qua cho ngudi khng huéng tdi chita lanh niém mac va Kh6thd  Sung  NGingong Rinvog Gidi han str dung cho
dap tng sinh hoc trénh phau thuét chan/tay hodc yéu mot . (Upadacitinib) Y bénh nhan kh diéu tri |

bén co thé




| What are "Novel" Drugs?

"Novel" drugs are new drugs never before approved or marketed in the U.S.
See Drugs@FDA for information about all of CDER’s approved drugs and

biological products.

FDA Novel Drug Therapy Approvals for 2026

Search:
Drug Active Approval
No. $ Name < Ingredient < Date
21. Ambelvist gadoquatrane  6/12/2026
10. Awigli insulin icodec- ~ 3/26/2026
abae
5 Yuviwel navepegritide 2/27/2026

4

Export Excel

FDA-approved use on approval

date* -

To detect and visualize lesions with
abnormal vascularity, in conjunction with
MRI

To improve glycemic control in adults
with type 2 diabetes mellitus

To increase linear growth in pediatric
patients 2 years and older with
achondroplasia with open epiphyses

j® 700 ginheiten/m!
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FDA approves Novo Nordisk's
Awiqli®, the first and only once-
weekly basal insulin treatment for
adults with type 2 diabetes

¢ Awigli” (insulin icodec-abae) injection is the first-ever once-weekly basal insulin approved by the FD;

e Awiqgli” offers adults with type 2 diabetes an alternative to daily basal insulin injections, reducing the
one per week'

¢ The Awigli’ approval reflects Novo Nordisk's ongoing efforts to advance healthcare innovation and ¢
living with diabetes

PLAINSBORO, N.J., March 26, 2026 /PRNewswire/ -- Novo Nordisk today announced that the US Food and Drug Administration (FDA)

has approved Awigli” (insulin icodec-abae) injection 700 units/mL, the first and only once-weekly, long-acting basal insulin, indicated as
an adjunct to diet and exercise to improve glycemic control (blood sugar) in adults living with type 2 diabetes.! This new approval offers
the only once-weekly basal insulin option, recognizing the importance of personalized care and the need for treatments that fit

different patient routines and preferences for adults living with type 2 diabetes."?

©O@000600

Insulin icodec-abae (Awiqli)

The FDA approved insulin icodec (Awiqgli) as the first once-weekly,
long-acting basal insulin for glycemic control in adults with type 2
diabetes, developer Novo Nordisk announced.

Of note, the agency rejected the product in 2024 for type 1 diabetes,
where it is still not indicated.

Designed to reduce treatment burden as an alternative to daily basal
insulin, the once-weekly injection is approved in type 2 diabetes as an
adjunct to diet and exercise. Patients administer the dose on the
same day each week, with or without food, using a pre-filled
FlexTouch device.



=
»
@
»
L4
w»

900999
i i i1l
2090900
BeEHMLEN
200900
2900900

00886
258800

=
B
&
&
o3
®

008000000000 000000»
GOSN OIOOOIONENS
SO0 0UNOORISSOINNS
SO NOOOPODOOOOORORODS
COODODONOERINONONRONNNOS
SO0 DROONOEOS
SO0 OBEOIBOOIOS

Phac D6 Tiéu Chuan (Daily Basal)

* S6 mii tiém: 365 mdi/ndm

« D3c diém: Doi hai tinh tuan tha khat khe mdi ngay,
dé quén ligu, ganh nang tam ly Ion.

\

Phac D6 Awiqli (Weekly Basal)
 S6 mi tiém: 52 mdi/ndm
 Dic diém: Tiém 1 an/tuan. Giam 85% so lan tiém
dudi da, gidi phéng bénh nhan khdi rao can so kim tiém

»
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Ho6 So Duogc Ly Cua Insulin Icodec (Awiqli)
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Ban Chat Sinh Hoc

Phan Loai: Insulin nén siéu
kéo dai (Ultra-long-acting).
Nguon Goc: Chat tuong tu
insulin ngudi (human
insulin analogue), san xuat
bang cong nghé DNA téi té
hop trong ndm men
Saccharomyces cerevisiae.

lﬁ

Dang Bao Ché

N6ng Do Cao: U-700 (700
don vi/mL).

Thiét Bi: But tiém nap san
FlexTouch (Dung tich: 1mL,
1.5mL, 3mL).

DPic Piém: Dung djch dang
truong trong sudt, khdng
mau, pH ~7.4.

A
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Phé Duyét Quéc Té

Chi Dinh: Dai thdo dudng
Type 2 & nguoi trudng
thanh.

Co Quan Cap Phép: FDA
Hoa Ky (04/2026), EMA
Chau Au (05/2024),
Canada, Uc, Nhat Ban,
Trung Quéc, An Do.
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Ky Thuat Tai Té Hop DNA: Thiét K& Phan Tir Kéo Dai 7 Ngay

T 2. Gan Chudi Acid Béo
1. §ua D.0| Chuoi (1,20-icosanedioic acid)
Axit Amin : : _
Tang/elong d6/6n dinh Piém mau chot cua

Insulin Icodec. Soi acid
béo nay cho phép phan
ttr insulin lién k&t manh
mé va thuan nghich vdi
albumin ngay sau khi

duoc tiém vao dudi da.

cla cau tric phan tu,
lam giam dang ké toc do
phan huy béi cac enzym
protease trong co thé.

Su két hop cua hai cai tién nay bién doi hoan toan dugc dong hoc so véi insulin nén thong thuong




vGi protein albumin trong mau (>99% ty € lién két).

Budc 1: Tiém Dudi Da -> Phan tu Icodec lién két tic thi

trit luvu dong, gan nhu khong hoat tinh trong tuan hoan va
khoang ké.

Budc 3: Giai Phdng Cham -> C4c phan tur tu do téch khoi
albumin mot céch déu d&n. Chat chuyén héa tao thanh
| hoan toan khdng co hoat tinh.

[ Budc 2: Kho Dy Trir Ty Nhién -> Tao thanh mot kho dy |

Nong Do Icodec (pmol/L)

A

%f—J
196 Gio

Nira doi sinh hoc (Half-life). Dam
bao mot duong cong ha duong
huyét cuc ky phang, hé sé bién

thién (CV) cuc thap ¢ mic 5.90%.

Thai Gian (Gio)




Awiqli (Insulin Icodec): Ky Nguyén Méi - Tiém Insulin Chi Mot Lan Moi Tuan

Awigli (Insulin Icodec) la insulin nén dau tién dung 1 [an/tuan cho nguai trudng thanh méc DTD Type 2. Nha cong nghé lién
Day la budc tién vuat bac mang lai hiéu qua kiém soat duong huyét va su tién lgi toi da.

BUGC DOT PHA VE CONG NGHE & HIEU QUA HUGNG DAN THUC HANH & AN TOAN
?ﬁﬁﬁﬁﬁ? HANG NGAY N m Cong thirc chuyén déi liéu tuan dau: x1.5.
RV RV IRV IRV SRV ARV i .
#3657 (EESENES
Popopdl |evvevvv & G %ﬁ V4

VLA
Giam 85% s6 [an tiém insulin hang nam.
Thay doi tir 365 miii tiém madi nam xudng chi con 52 mii.

Tuan dau = (Tong liéu hang ngay x 7) x 1.5
dé dat trang thai dn dinh nhanh.

1 I
Kiém soat HbA1c va TIR vuot troi. Canh bao ha dudng huyét ngay thir 2 - 4.
Murc giam HbA1c Thai gian trong ngudng (TIR)
insuliss lcodes -1.55% Iisulinlcodac 71.9% %& &&__-—b
(1 lan/tudn) 29 (1 lan/tuan) 2 1 2 3 4 5 6 7
L G'E‘.:%',’,’; :;:;3 -1,35% 0 e G‘{’Ji‘,’,‘; :;32,0 66.9% Can giam sat ki duong huyét vao gitra tuan sau
khi tiém do dugc déng hoc cua thuée.
Co ché “Kho du trit” Albumin. '
Tuyét doi khong dung cho
”
Lién k&t manh véi Albumin L } Giai phong tir tir bTD Type 1.

Thai gian ban thai ~7 ngay. FDA khdng phé duyét cho Type 1 do

nguy co ha dudng huyét nghiém trong.

&



Hudng Dan Bao Quan But Tiém FlexTouch

Nhiét D6 Bao Quan
< 30°C hoac 2°C - 8°C
Co thé bao quan g nhiét do
phong (dudi 30°C) hoac
trong ngan mat tu lanh.

Luu y: Khong dugc dé
dong da.

Thoi Han St Dung
Toi Pa 12 Tuan

Sau khi md nap hodac mang
ra khoi td lanh, but tiém co
thé str dung va bao quan
trong thoi gian [én tdi 12
tuan (dai hon dang ké so
vdi insulin tiéu chuan).

&)

Bao Vé Khaoi Anh Sang
Ludn Day Nap

Bat budc phai day kin nap
but tiém FlexTouch ngay khi
khong st dung dé bao vé
cau tric phan tlr insulin
icodec khdi su phan hady
cla anh sang.
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Estimated prevalence of underdiagnosed dementia in a multiethnic iises
community-based study
Lydia Trudel - @, Joseph Therriault”, Arthur C. Macedo *-”, Meredith N. Braskie “®,
Karin L. Meeker ““@®, Arthur W. Toga “, Serge Gauthier ", Paolo Vitali *-"®, Sid E. O’Bryant ““,
Pedro Rosa-Neto """
* Department of Neurology and Neurosurgery, Montreal Neurological Institute, McGill University, Montréal, QC, Canada
® McGill University Research Centre for Studies in Aging, Douglas Hospital Research Centre - Centre intégré universitaire de santé et services sociaux de 1'Ouest-de-1'lle-de-
Montréal, Canada
® itute for Tr lati I Research, University of North Texas Health Science Center, Fort Worth, TX, USA
b Department of Family Medicine, University of North Texas Health Science Center, Fort Worth, TX, USA
© Mark and Mary Stevens Neuroimaging and Informatics Institute, Keck School of Medicine, University of Southern California, Los Angeles, CA, USA
f peter O'Donnell Jr. Brain Institute (OBI), University of Texas Southwestern Medical Centre (UTSW), Dallas, TX, USA
ARTICLE INFO ABSTRACT
Keywords: Dementia frequently goes undetected in community settings, particularly among socially disadvantaged pop-
Demen('ia . ulations. Here, we estimated the prevalence of underdiagnosed dementia across diverse sociodemographic de-
grnd:dxagnos:s terminants of health in the Health and Aging Brain Study-Health Disparities (HABS-HD), a community-based
evalence

cohort of adults recruited through community outreach in Fort Worth, Texas. We estimated age-specific prob-
abilities of underdiagnosis using Poisson regression models with a log link, including age and sex as covariates.
Robust (sandwich) variance estimators were used to obtain standard errors and 95% confidence intervals (CI).
Group differences or trends for continuous measures were assessed using robust variance estimates. The prev-
alence of underdiagnosed dementia was higher among individuals without physician access (98.1% vs. 78.1%,
p<.0001), non-English speakers (97.9% vs. 76.8%, p<.0001), and the uninsured (91.5% vs. 79.5%, p=.03). Black
and Hispanic participants also showed higher prevalence (85.8% and 90.9%) compared to non-Hispanic White
participants (64.9%; p=.02 and p=.002, respectively). Each additional year of education was associated with a
2.5% lower risk of underdiagnosis (p<.0001). No differences were observed by sex, marital status, income or
social support. Our results highlight that several sociodemographic factors contribute to the likelihood of living
with undiagnosed dementia.

Sociodemographic factors
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CHAN DOAN QUA MUC SA SUT TRi TUE & NGUGI CAO TUOI MAC NHIEU BENH MAN TiNH W &g,

‘ UNIVERSITY of

Nghién ciru: Estimating Potential Overdiagnosis of Dementia JAMA Network Open GS. Eric B. Larson va céng sur WASHINGTON KAISER
( in Older Adults With Multiple Chronic Conditions Volume 9, Sé 2 | (Pai hoc Washington & Vién Nghién cinu Strc khoe Kaiser Permanente) PERMANENTE«
B |

KET QUA NGHIEN cUU
(theo ddi doc trén >4.500 ngudi cao tudi)

Bénh nhan cao tudi méc nhiéu NGUYEN NHAN GOC RE (c6 thé dao ngugrc)
bénh man tinh (suy tim, COPD,
suy than man, hodc dang
uéng nhiéu loai thudc) dén
phéng kham véi céac triéu
chirng suy giam nhan thirc,

e & © e o
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a hay quén hojc li lan. 1 5 4 % — 1 8 2% DA DUQC GIAO THOA MAT NUGC DODUNG | THIEU OXY NAO THAM LANG
y y (POLYPHARMACY) | THUGC LQVTIEU QUA LIEU DO SUY TIM/COPD KHONG PHAI DO
‘ - - bé&nh nhan cao tudi mic bénh man tinh Tuong tic gitia thusc iy 16 logn B gill s e Wl Tt n““‘:‘;o.:ﬂ Né: BO
Béc <7 réit dé roi vio cam biy lm sang [a “dén nhan” ngay cho ho bj sa st tri tué da hé théng bj chdn doan qua mirc o gim tudi méu ndo i EN TR
ma khéng biét rang dé c6 thé la mét tinh trang suy giam nhén thirc dao ngugc dugc. ho#c chén doan nham la thusc gidm dau
\_ o sa sut tri tué. 2L (chén thuong)
= ™\
9 ¥ NGHIA LAM SANG g
Ti khi dat bat chan doan xac dinh cHicos
rudc khi dat bat chan doan xac dinh sa st tri tué Y
T6i wu héa didu tri 4 L e SA SUTTRITUE
« Gidm bt thudc khdng can thiét « Tinh t4o hon (mét chan doan mang tinh chat “an chung than” vé tam ly
« Bigu chinh can béing kiém toan 5 :": ::;:"@c i cho ca gia dinh ngudi bénh), bac si phong kham can phai
i * Sinh hoat P = o S
* Badich e lai thuc hién 2 buéc sang loc loai trir:
- Kiém soat t6t bénh man tinh o
/ W,

BUOC 1: RA SOAT DON THUGC
Tam ngung hodc thay thé cic nhém thudc

c6 tac dung phu lén hé thin kinh trung uong: Suy tim
Thudc khang histamin Thudc ng Thudc chdng co thit + - Danh gid triéu ching,

COPD
- Panh gia triéu ching,

;  théhé1 Gio) Benzodiazepine 4 dai trang cé géc chirc ning tim (EF), SpO,, chirc ning hé hip,
QIQ khing cholinsegic pha, thudc digu tri... tuan tho diéu tri...
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Pulmonary Tuberculosis Detection
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ABSTRACT

BACKGROUND
Improved diagnostic tools for tuberculosis that are suitable for use in peripheral
health centers are essential for reducing the persistent gap between estimated and
notified cases. The diagnostic accuracy and usability of the MiniDock MTB test for
detecting pulmonary tuberculosis is unknown.

METHODS
We conducted a prospective, cross-sectional study at outpatient centers in India,
Nigeria, the Philippines, South Africa, Uganda, Vietnam, and Zambia. Patients 12
years of age or older with presumptive pulmonary tuberculosis were enrolled be-
tween September 12, 2024, and March 31, 2025. Assessment with MiniDock MTB
was performed with sputum swabs and tongue swabs, Diagnostic accuracy was
evaluated against a sputum-culture-based reference and as compared with sputum-
smear microscopy and Xpert MTB/RIF Ultra assay. Usability was assessed with a sys-
tem usability scale and direct observation,

RESULTS
A total of 1380 participants were enrolled; 255 (18.5%) had human immunodeficiency
virus infection and 226 (16.4%) had culture-confirmed tuberculosis. MiniDock MTB
sensitivity was 85.7% (95% confidence interval [CI], 80.4 to 90.0) with sputum and
79.6% (95% CI, 73.8 to 84.7) with tongue swabs; specificity was greater than 97.5%
for both. Results of sputum tests with MiniDock MTB closely matched those with
Xpert MTB/RIF Ultra for sensitivity (difference, —2.8 percentage points; 95% CI, —6.0
to 0.5). MiniDock MTB had greater sensitivity than smear microscopy for tests of
sputum (difference, 24.3 percentage points; 95% CI, 179 to 30.7) and tongue swabs
(difference, 18.3 percentage points; 95% CI, 12.0 to 24.7). The test showed diagnos-
tic accuracy that was consistent with World Health Organization (WHO) accuracy
targets for near-point-of-care tuberculosis diagnostics (285% sensitivity for sputum
and 275% for nonsputum and >98% specificity for both). The median score on the
system usability scale (range, 0 to 100, with higher scores indicating better perceived
usability) was 75 (interquartile range, 65 to 80), which indicated good usability. No
adverse events related to the index test were reported.

CONCLUSIONS

MiniDock MTB met WHO targets for diagnostic accuracy and usability for tubercu-
losis detection across diverse clinical settings. (Funded by the National Institutes of
Health and others; Rapid Research in Diagnostics Development for TB Network and
Assessing Diagnostics at Point-of-Care for Tuberculosis ClinicalTrials.gov numbers,
NCT04923958 and NCT05941052.)
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Abstract

Background: Cost and infrastructure requirements limit access to current rapid molecular
diagnostic testing for tuberculosis (TB). Recent developments in novel, swab-based assays that
can be used closer to the point of care offer the potential to change the TB diagnostic landscape.

Methods: We assessed the diagnostic accuracy of two tests, Molbio Truenat MTB Ultima (MTB
Ultima) and Pluslife MiniDock MTB Test (MiniDock MTB), among consecutively enrolled individuals
aged 15 and above, against the reference standard of culture and comparators of microscopy and
Xpert MTB/RIF Ultra. Two tongue swabs, either self-collected or healthcare worker collected, and
two sputum specimens were requested from each participant; MiniDock MTB was tested same day
and MTB Ultima was tested after storage.

Results: From February to June 2025, 1,097 participants were enrolled in communities (382) and at
health facilities (715). Sensitivities of sputum and tongue swabs on MiniDock MTB among 132
people with culture-positive TB were 86% (95% Cl, 79-91%) and 76% (95% ClI, 68-82%),
respectively, and 67% (95%Cl, 51-79%) and 44% (29-59%) among those with smear-negative TB.
Sensitivities of sputum and tongue swabs on MTB Ultima were 84% (97/116, 95%Cl, 76-89%) and
74% (67/91, 95% Cl, 64-82%), respectively, and 58% (95% Cl, 41-74%) and 33% (95% Cl, 18-
53%) among those with smear-negative TB.

Conclusions: In this population, the performance of both MiniDock MTB and MTB Ultima on
tongue and sputum swabs was similar to target product profile thresholds for near point of care TB
tests. Further studies to evaluate performance in diverse populations and settings are needed.
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Nghién ctru da quéc gia (bao gom Viét Nam) dugc cong bd trén NEJM

2026 xac nhan MiniDock MTB la m6t nén tang xét nghiém phén ttr cam
tay, van hanh bang pin, cho két qua trong 12-25 pht, dap trng cac muc
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