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- summary” relating to s1de effects; warning’s and coi ti'a_inmeﬂtmns. The'
‘ing important-idéas relating to patient safety whiecl e set ‘ot it the ‘approved
NDA: labellng were not expressed in’thé ‘”brief sum ary” part of the'’ advertise-a

: ment'

a. “Severe depresswn is ‘a contraindmatlou to theuse of' 1
b. “If progressive increases in serum mtrogen (BUN NPN éreatin
1he1apy should be discontinued. - W
¢. “If patients'are to undergo electlve surgery” réqulring
resevpme should be discontinued-at least 2 weeks ‘beforehs
©d. “This drug should be used’ cautiously in’hypeértens
msuﬂwlency, partlcularly if sueh patients are digitalized.” '

.. “If there is evidence of myocardial’ irritability (extmsystoles,

; 01"'AV bloek), reduce ‘the-dose or dlscontmue SALUTE
" -whether the patient is on digitalis”? :
oAl Caution is alsonecessary when conditmns ‘ex.

~'serum electrolyte concentrations; e.g: vomiting' and dia
g “Decréases in serum’ potassiun 'dr ore dpt to oceu
retentlon caused by hepatic ‘cirrhosis and-steroidiadministr :

‘h. “Increases' in excretion “[of sodium and chloride causéd - by hydroﬂum thi- |
azide] may produce altérations in the concentrations or serum eleetrolytes re-
sulting ‘in" hypochloremia, hypocloremlc ‘alkalosis, hyponatre 1a or h;
mia.” (The ads ‘Statement, “alteration®in electrolyte balk
does mot make it clear that’sodium and chloride: might
below ‘hormal and that there isa- possibility ‘of ‘a gerioug-cli

i."Rarely, ‘it ‘may be necessary to stop ’chi&zlde herh
can be dlleviated.” '

§.“In’states of pre-coma of hepatlc origin,
coma »

The promotlonal text of the advertlsement contains‘f
representations as follows: :
a. The-claims’ that the use of Salﬁtensm W1ll “get blo
ér”-and that 'use 'of ‘Salutensin ‘will yield “niore §uécessfu
tension,” ‘than “;yust thxaade-reserpme” haVe not been i

llowj

bxgémin k
ardlessi of

b. Referring to the combmatmn of th1az1de, reserpine and protoveratrme»A
the ad states: “Clinically, the advantages of such a! 1

" summed up as follows: “The! concomitant use of re i
and veratrum has greatly widened thetherapeutic
‘ veratrum’ more-effective and simple to:a@minister *
more physwians do not take advantage of : vefatr”um, thiazi

ad uses referenée 49 (Finnerty) for 'the. two senten ’statemem q

Such statement is obJectionable for the’ following reasongt Yo RS
oLy is'led to believe that Tinnerty used p;-oteveratru AN
study’ In fa he prescmbed Yeriloid: (alkavervir) ‘and! ‘Unitensir e

mine )y (Protm?eratrine ‘a pumﬁed single alkaloid isolated from’ Veratrum !

album, Alkavervir is a-partially purified extract conta nmg‘“a ﬁnxture of alka- |
loids, obtained from Veratrum wm Gryptehamme 1s

an extract of Veratrum viride,) B + i R
(2) The ad misleéads’ by quotin; therty out of :

- pelieve’ that thé authot was: adv mg the' readér

trum, reserpine and thiazide:

effect when a “sxmple des&ve's

Vi yd " 737, ey i P \

aday. :
. Also related to the problem of effectlveness a
‘ménts, elsewhere ‘in’ his arficle, that the “t
tally; is not a thiaiide) component ;
in a single 50 mg. daily dose (1ot 4h‘ét fthé\
hydro’ﬁumeéhiazxde ih Salu’tehsmz«i Thi
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