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Uloric/(febuxostat): Boxed Warning Added /- Due to I'ncreas
of/ Death with Gout Medicine

AUDIENCE: Health Professional, Patient,
Pharmacy

ISSUE: FDA has concluded there is an
increased risk of death with Uloric (febuxostat)
compared to another gout medicine,
allopurinol. This conclusion is based on our
in-depth review of results from a safety clinical
trial that found an increased risk of heart-
related death and death from all causes with
Uloric.

BACKGROUND: Uloric was FDA-
approved in 2009 to treat a type of arthritis
called gout in adults. Gout happens when a
naturally occurring substance in the body
called uric acid builds up and causes sudden
attacks of redness, swelling, and pain in one or
more joints. Uloric works by lowering uric acid
levels in the blood. Gout is a chronic disease
that affects approximately 8.3 million adults
in the U.S. The number of medicines to treat
gout is limited and there is an unmet need for
treatments for this disease.

RECOMMENDATION:

Patients should tell your health care
professional if you have a history of heart
problems or stroke and discuss the benefits and
risks of using Uloric to treat your gout. Do not
stop taking Uloric without first talking to your
health care professional, as doing so can worsen
your gout. Seek emergency medical attention
right away if you experience the following
symptoms while taking Uloric:

* Chest pain

- Shortness of breath

- Rapid or irregular heartbeat

 Numbness or weakness on one side of your
body

- Dizziness

* Trouble talking
* Sudden severe headache

Health care professionals should reserve
Uloric for use only in patients who have failed
or do not tolerate allopurinol. Counsel patients
about the cardiovascular risk with Uloric
and advise them to seek medical attention
immediately if they experience the symptoms
listed above.

Read the MedWatch Safety Alert,
including a link to the FDA Drug Safety
Communication, at:

https://www.fda.gov/Drugs/DrugSafety/
ucm631182.htm
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IGHRBERE ~ BAL - BRI ~ BRI ATIER 6 - B F T R R
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1. Andawali(Tinospora crispa)—a review * Anthony C. Dweck FLS
FRSC FRSH Technical Editor and Jean-Pierre Cavin Managing
Director E.U.K.

2. TEIEPIE » 5530(1) % » BT MENISPERMACEAE » H2F )
J& Tinospora Miers * JZEFH4I& Tinospora crispa (L.) Hook.f. &
Thoms. http://web.archive.org/web/20160304194243/http://db.kib.
ac.cn/eflora/view/search/chs_contents.aspx?CPNI=CPNI-282-13116
(2019.3.13 3% )

3. SRR PG - ThBIgEM N E] - BHERHAE - 1994 -

4 HBAN - FEME > PEIRREGE - B SEERH Rt -
2005 -

5.Pranee Chavalittumrong * Aimmanus Attawish * Anchalee
Chuthaputti * Pranee Chuntapet : Tinospora crispa Mier ex Hook
IV B B 2R SE F. & Thoms © ZREIZEEHEGE - 1997;21
(4):199-210 «

6.Li W, Koike K, Liu L, Lin L, Fu X, Chen Y, Nikaido T. New lignan
glucosides from the stems of Tinospora sinensis. Chemical &
Pharmcology Bulletin °2004;52:638-640 °

7.Li RW, David Lin G, Myers SP, Leach DN. Anti-inflammatory activity
of Chinese medicinal vine plants. Journal of Ethnopharmacology
2003; 85: 61-67 °

8. Manjrekar PN, Jolly CI, Narayanan S. Comparative studies of the

immunomodulatory activity of Tinospora cordifolia and Tinospora
sinensis. Fitoterapia 2000; 71: 254-257 °
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e R B N IR IR TE % - B8 B 2 (H B A 2%
AR~ BEEKIRIISERAST 2 » febuxostat A A R
IR PREZIREE » 22009 F- 38 £ ] FDA £ FH X6
FE 18 M U S RIRIMLE - Febuxostat ETiRTHY
= ARG R ERES (APEX trial) 23R - AHERH 203 Ky
allopurinol * {8 F febuxostat Hjp FEAE TR e H - 2%
A= B ~ R AREIIRENS ~ L UBEZE Je 0 Po BB 5 i =
DIMED R E B E - SEF % LRIRER
= WO EINEEERE - BLAL - FDA BEKEE R 22
Eritg - JEBITEEN L B TEREIREEE (CARES trial) LA
TRRIRERR -

ZREER— 20 - BE ZIESMENE - AR
ks 1. 50 DA E B 55 B A B4 - BEAFE—
T S o] | 758 £ iy O JEL RS BT AR EE - 2. 98 A R LB
F& ~ tRE, ~ B IRIANER S Lo B FRF P R LA B8
B TR AREI RSN E BT - EEIME R
5 BREROR G HFIE RS - 3. M REESH 7.0 mg/
dL BIM PR EEE A 6.0 mg/dL 75 Hf i JELFE I A o A
A IR B FERE DL febuxostat B allopurinol /% » £ H
AREERE Ry LIMESE T ~ FRBBEMEOIUREZE ~ JEBUE
PR, - BT BT LE B AR E LR & B R
Bh o REFEERE NI B LIMESET ~ JEBBEEMLIL
HEZE ~ JEBIEIE R R & HFEHRE - DUk 32 B ER B Bl
Fr& HE Z AT - St L 2Bt
RIZEC R RSB T - 2%k B ik 6190 i &
febuxostat #H 5z allopurinol §H453 A1k 3098 £ 3092 A » ¥
EERE 32l H - SRR REETR » febuxostat BYLMME
A EBEA L allopurinol (HR: 1.03 » CI: 0.87-1.23 »
p =0.002) - {EfEFH febuxostat fREFFE A LEPESELT (HR:
1.34 » CI: 1.03-1.73 » p =0.03) S ZSERFELZ Ja#E (HR:
1.22 » CL: 1.01-1.47 » p =0.04) HFR S o LRMETECH
DUL RIS PER 3 A4 R i sy - H B2fE ] NSAID HEEY)
B A P & aspirin FHEE ©

LB Z2 4 B By B A O IME R SR e Al 8
% > febuxostat Bl allopurinol Y. I A\ S fHE - {H
{5 FH febuxostat /LRI MEIE T S 2 FERTE T # 42 5R 7]
HEMC R © ARAIFEZEAE WIIFEESR S (febuxostat v.s.
allopurinol: 57.3% v.s. 55.9%) » H5ERGEHERIR A LLR R
{& (febuxostat v.s. allopurinol: 45% v.s. 44.9%) * BEIRVEH
PRy R ZBHE K 5E BGB HE RGP B B R E E E
B SERERE M IRAISBCR B BT AE » ST RS2
EMEEIH TR R E AR - TR BIR A -

51 SCRR
White WB, Saag KG, Becker MA, et al. Cardiovascular safety
of febuxostat or allopurinol in Patients with gout. N Engl J
Med 2018;378:1200-10.
(AR 2B AU 58 R RA BRI 48 B G PR 4 i /
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