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ple folders are all dated 8/10/65, which is shown on the outside of the folder.

Because of this incorrect.quantitative statement of: hy'droehloroﬁhiazide, it is
respectfully requested that you destroy these two sample folders that are in your
possession. At the same time, we ask that yOu sign .and" return the enclosed
postpald card for our reeords.

~The two sample folders. of BUT’ISERPAZIDE-ﬁO were ma1led in a small box
together with two &imilar foldmg catch-cover sample folders of BUTISERPA-
ZIDE-25, which are correct in every respect and need not be destroyed.

We regret any inconvenience caused Vou, and W111 appre(nate your: prompt
attention to this matter.

"R.R. SMITH, M.D,,
© Medical Dwector.

PrizER LLABORATORIES,
New York, N.Y., 19, 1965.

Dear Docror: Subsequent to the market introduction of Tyzine® (tetrahydro-
zoline HC1) in 1954, infrequent instances of ‘drowsiness have occurred when the
drug has been administered to children under two years of age. Marked somnol-
ence or even shock, especially after ingestion of ‘the solution, has been en-
countered rarely, In every instance the effect has been reéversible and without
sequelae. A -caution regarding the possible occurrence of this syndrome in cases
of overdosage has appeared in the Tyzine package circular. Nevertheless; infre-
quent instance of this effect in children under two have continued to be reported.

Therefore, in consultation with the Food & Drug Administration the Tyzine
labelling has been rev1sed to contramdlcate its use in chlldren under two years of
age.

Tyzine has been successfully employed as a topical nasal deeongeﬂtant through-
out the country for the last 10 years. It continues to be a most valuable thera-
peutic agent for the relief of inflammatory hyperemia and edema of the nasal
mucosa and congestive obstruction of sinus and Eustachian ostia, as may occur in
the common cold, hay fever, and wother related disorders, in patients over two
years of age. Tyzine 0.19% (Spray or Drops) may be fused in patients over 6
vears of age. Tyzine Pediatria .05% (Drops) should be used in patients from.2 to
6 years of age. For complete dosage and prescrlption mformatlon please -congult
the accompanying package cireular. ‘ ,

Sincerely, ‘ :
JouN L. WATERS, M.D.,
Medical Director, Pfizer Laboratories.

MarcH 1, 1965.
To: All P'hysmlans
From: CIBA Pharmaceutmal Company, Division of CIBA ‘Corporation; Merck
Sharp & Dohme, Division of Merck & Co., Inc.

We should like ‘to call your attention to the afftached reprint entitled
“Ulcerative-Obstructive Leésions of the Small Intestine,” which. appeared in the
J.AM.A. 191:116-119, Feb. 22, 1965. This article ¢ontains the most eomprehenswe
information on this subject to date. You will also be 1nterested in-an editorial
concerning this subject in the same issue of the Journal.

The available 1nformat1o_n based on the résults of the hospital survey and other
reports has implicated coated potassium salts in about half the known patients
who ‘have <developed the obstructive-ulcerative lesion. Therefore, coated
potassium-containing formulations should beé ‘administered only when indicated
and when -adequate dietary supplementation is not practical. Such preparations
should be discontinued if abdominal pain," dlstentlon nausea, vomltmg or
gastrointestinal bleeding occurs.

As a result of these findings, Merck Sharp & Dohme, CIBA and the FDA
concluded that an informative statement be incorporated in the labehng of appro-
* priate products. Subsequently the FDA has requested all ‘manufacturers of
thiazide and certain other oral diuretics as well as coated potassium salt prepara-
tions to add the following statement to the labeling of all su@h products:

Warning:. : »
There have been several reports, pubhshed and unpubhshed concermng non-
specific small bowel “lesions consisting of stenosis with or without ulceration
associated with the administration of enteric-coated thiazides with' potassium



