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HEALTH AND DRUG ALERT

Hua Fo tablets tainted with sildenafil-like compound

Reason for posting: Health Canada is
ordering a recall of the Chinese herbal
preparation Hua Fo because samples
imported since 1999 have been found
to contain a compound similar to the
erectile-dysfunction drug sildenafil.!
The product, which did not undergo
laboratory testing as a part of its pre-
marketing review, contains several rec-
ognized herbal compounds. It has been
sold over the counter in Canada in both
approved (DIN 02243366) and unap-
proved forms since 1999. Following a
recent complaint that Hua Fo was be-
ing promoted inappropriately as a nat-
ural substance enhancing sexual func-
tion in both men and women, the
product was tested and confirmed to
contain a compound that is almost
chemically identical to sildenafil. The
compound is not naturally occurring.
The advisory ordering a recall follows a
notice issued in February 2002 telling
Canadians not to use the product.? No
adverse events involving this product
have been reported in Canada.

The drug: Hua Fo is manufactured in
China. The label for the 300-mg prepa-
ration claims that each tablet contains
18 mg of Panax ginseng root, 72 mg of
Ligustrum lucidum fruoit, 54 mg of Cur-

culigo orchioides, 84 mg of Epimedium
grandiflorum (“licentious goat wort”)
and 72 mg of Polgonum multiflorum
(“black-haired Mr. He”). The product’s
label says that it can restore mental
alertness.

Sildenafil, marketed as Viagra, in-
hibits a specific cyclic GMP phosphodi-
esterase (PDES) found in the smooth-
muscle cells of the cavernosal arteries of
the penis. When PDES is inhibited, ni-
trous oxide originating from both vas-
cular and neuronal sources triggers in-
creases in cyclic GMP in the cavernosal
arteries, leading to vasodilation and, ul-
timately, an erection.’ The drug has
also been used in combination with the
inhaled prostacyclin analog iloprost to
treat severe pulmonary hypertension.*

Hypotension is a known adverse ef-
fect, likely because systemic and pul-
monary arteries and venous smooth-
muscle cells also contain PDES. (For a
complete listing of adverse events, see
the product monograph.) The use of
any nitrate medications, including sub-
lingual and transdermal preparations of
nitroglycerine and long-acting oral
preparations such as isosorbide dini-
trate, is a contraindication to sildenafil
therapy because of the potential for
prolonged and potentially fatal hy-

Health  Santé
Canada Canada

Lt |

Canadian Adverse Reaction Newsletter
Bulletin canadien des effets indésirables

To receive the Newsletter and health product Advisories by email,
join Health Canada’s Health Prod_Info mailing list.
Go to www.hc-sc.gc.calbpb-dgpsitherapeut/hrmlenglady.html and click on "subscribe.”

Inscrivez-vous a la liste Info_Prod_Santé de Santé Canada pour recevoir par
courriel le Bulletin et les Avis au sujet des produits de santé. Rendez-vous a I'adresse

www.he-sc.ge.calbpb-dgps/therapeut/htmlfrn/ady.html et cliquez sur « abonnement ».

Report adverse reactions toll free to Health Canada
Signaler sans frais des effets indésirables a Santé Canada

Tel./Tél. : 866 234-2345 * Fax/Téléc. : 866 678-6789

Email/Courriel: cadrmp@hc-sc.gc.ca

Canada

1568

JAMC e 11 JUIN 2002; 166 (12)

© 2002 Canadian Medical Association or its licensors

potension. Sildenafil is metabolized in
the liver and excreted by both hepato-
biliary and renal routes. It interacts
with known cytochrome P450 in-
hibitors such as erythromycin, and
therefore the 2 should not be adminis-
tered concurrently.’

What to do: Physicians should rou-
tinely ask patients if they are consum-
ing any herbal products. Many patients
combine conventional and comple-
mentary therapies, often perceiving
such a combination to be superior.’
Unfortunately, as in the case of Hua
Fo, the purity of many natural health
products is unknown and the potential
for serious adverse reactions exists. Pa-
tients being prescribed nitrates or be-
ing investigated for erectile dysfunc-
tion should be screened for the use of
any erectile dysfunction treatments, in-
cluding over-the-counter herbal prepa-
rations. Any patients with Hua Fo
products should take them to a phar-
macy for disposal.

Eric Wooltorton
Editorial Fellow, CMA7
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