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Renese and Renese- R

The monograph in the 1967 Physwums Deésk Reference for Renese and
Renese-R is considered inadequate in presenting information necessary for their
safe and effective use. To provide you with the necessary additional information,
we are .enclosing a revised monograph for ingertion into your. ‘PDR. The changes
include additional warnings and precautions concerned with electrolyte imbal-
ance, hepatic coma, maintenance dosage, and, in the case of Renese-R, the possi-
blhty of Parkmsomsm and c'onfusmn ’ .

RondomJom

The FDA has also asked us to call to your attentlon cex*tam features of our
current advertising for the broad spectrum antibiotic, Rondomycin. The ad does
not disclose that it is a member of the bacteriostatic tatracychne family and
that administration for ten ,daysk_1s especially 1mp0rtant in the treatment of
Beta-hemolytic .streptococcal infections. In referring to the ‘Protective dose
(PDs;) tests,” the ad did not specify that they were performed in mice utilizing
laboratory strains of organisms injected intraperitoneally. While demonstrating
the activity of Rondomycin against these test strains, the PD;, tests cannot be
extrapolated directly to the clinical, situation, in. which sen's1t1v1ty testing is
recognized to be important for selection of the most approprlate antibiotic for a
specific patient’s infection. -

In addltmn, the ‘“Brief Summary” of warmng information in the above ad,
and also in the current journal ad for Renese-R, is considered 1nadequate We
are modifying the advertisements in question and future advertising will include
the requested additional warning : 1nformat1on

Sincerely yours,
JouN L. WarteErs, M.D.,
- Medical Director.

ABBOTT LABORATORIES,
North Chicago, Ill., April 13, 1967.

DrAr Docror: The Food -and Drug: Administration has asked us to call your
attention to a recent advertisement on Enduron® (methyclothiazide) and En-
duronyl® (methyclothiazide and deserlpldme) The ‘advertisement, headlined
“Thiazide-potassium problems, doctor?” is regarded by the FDA as misleading.
. The ad states that the advertised drugb prov1de “excellent sodium output with

lesq potassium loss than either chlworothiazide or hydrochlorothlazxde ”

-~ The consensus of expert medical opinion is that there is no significant dif-
ference in the amount of potassium los§ caused by thiazide agents, including
methyclothiazide (Enduron).

. The ad suggests that any ‘physician takmg a pa'taent off a thlazxde -potassium
combination may wish to consider Enduron as ‘alternative therapy. It states that
the product will ““do an outstanding job for you, wwhout routine potassium sup-
plementation,” and that it has “potassium-sparing characteristics.” The FDA
believes that these cla‘lms could léad-to the erroneous conclusion that hypo-
kalemia is less likely to occur, and consequently, that potassium supplementation
is less often necessary with Enduron than with other thiazides.
~ In point of fact, the need to consider proper potassium supplementation,
dietary or otherw1se, is no 1ess with Enduron or Enduronyl than with any other
thiazide drug. ~ -

Becauge the ad’s “brief summary” of warning information was considered
inadequate, a new one is enclosed. The information capitalized in the attached
reviged “brief summary” is not present in current ads, but W111 be mcorporated
mto future ads for these products. s

" ABBOTT LLABORATORIES.

‘ea———————t

WALLACE- PHEARMACEUTICALS,
DivisioN oF CARTER-WALLACE, INC,
Cranbury, N.J., March 31, 1967.

Drar Doctor: At the request of the Food and Drug Administration, we are
calling your attention to one of our recent advertisements captioned, “The pub-
lished clinical studies indicate: 8 of 4 mon-psychotic depressions respond 1o
‘Deprol.” The FDA considers that this advertising may have been misleading.



