13606 COMPETITIVE BROBLEMS IN' THE DRUG INDUSTRY

Turning to.the reasons. given in your letter of April 22, 1968, for declining to
brosecute the advertising violations, we must reiterate what we have:frequently
said to your representatives, that the brief summary is required: to: disclose true
information related to side effects, contraindications; and effectiveness-as speci-
fied in .our regulations, not merely the information headed “side effects” and
“contraindications” in the approved labeling. . L

We are confident,that any quajified expert would regard the information about
clotting, ealcium and phosphorus métabolism, éffect on -organ and endocrine fune-
tions, -etes, ‘as inforniation.;relat’ed‘ t0 “side effects” and -fcontraindications?: as
‘those terms were used in the 1962 Drug Amendments: The faet thatthe informa-
tion in certain’instances was headed “Thyroid: Gland”; ete.; does not.make: it

-less information related to side effeets: than the material in the labeling under
the heading “Side Bffects.” A mere reading. of the backage-insert establishes thig,

While. eriminal- proseeutions do:sometimes -involye strjet sinterpretations  of
Tegulations; there is” “no canon; against - using common:. sense” in’' applying ‘a
eriminal - law, S : BTN R : ‘ :

As to-the: point you make that our understandings of what was said in the
‘advertising dre based.upon tenuous: constructions, we think we should have an
‘opportunity to present these:points to a court .or Jjury with.an explanation of
theirimportant medical signifieance, e L SR :

. Surely a jury would understand the:need to warn a physician, and through
‘him the patient, that a; missed dose oria-miscalenlation in taking the oral contra-
-ceptive .drug-may result in-preguancy, and that if that: oceurs' there. is danger
to the ynborn: child from: continning o, take the:drug: Telling the physician that

‘the drug is contraindicated in pregnancy’ does not tell him:what He ‘really needs .

‘to know for-his patient’s safety:in:bearing = child.sTt-is the: tieed to. alert the
‘user to the-hazard to the unborncchild: which may result from a:missed dose org
miscalenlation that calls for this early pregnaney. warning... - -0 o o
-On’ psychic-depression, we have noted above that 'as late ag January 1968,
‘Syntex:was stilk not properly: ‘presenting the message about this hazard to the
profession. ‘A: corrective letter was - necessary, What i missing in the -ads-is the
‘warning that any patient with:a higtory..of psychic .depression should be:care-
Tully-observed {this means the patient: should be ‘followed: much “moré: closely
than the:routine patient): ifa decisionsis made by the physician ‘to’ prescribe
‘the-oral-contraceptivei. A statement that the drug is contraindicated: in “severe
depression” does notiadeguately Aadvisethe physician of the risk he 'rung ‘with-a
“.patient.-who:has: had-deppession in the past:but now has it nnder comtrol. . o
" Blood clotting has been:a problem with these drigs for-a long time. When-thege
- .ads-ran,-the labeling: was nequired toigay. that such epizodes had' loecurred, that
a-causal-relationship had net-beenjestablished, and: that:the problem was, under
investigation. The ad said nothing about this. Instead, it said the diug-wads
-contraindicated in' thrombophlehitis; amd pulmonary embolism:-(eurrent.or past).
This is quite different: from telling: the physician that the ause and effect rela-
tionship: of  the. oral -eontraceptive drugs to these serious comp) ications; particu-
larlyim the olderage-groups;was then: under.geientificinvestigation. SRIET .
-+~ As .you  know,- this problem: hag caused ra. progressive: strengthening  of the
‘Warninz:ag more-experiencehas been gained. ;v - .. R R
-~ ‘Finally; we must €xpress our disagreement. with: the idea that a drng company
can: use a-lterally: true statement to. convinee preseribers: that-itg:produets. are

-superior to other identical products. A halfitruth is.still sometimes:g great:lie.
Promotional practiees with this classiof produets have been-characterized by the
use 'of ‘such half-truths to gain marketing advantages. We have had to require .
several:companies to- discontinue; such. ads ‘and. teo gend letters:-of correction to
the 'profession. ‘Far from. being: harmless. -puffing-—which+in.'any: event is not
‘tolerated in presecription -drug ‘advertisements—this kind. of promotion ‘affirma-
tively ‘misrepresents both the. effectivencss and‘thesafety of the -oral contra-
ceptives. ‘ o : D o . Py
We have written you at this length; because of the seriong consequences to the
_-profession-and to'patients of improper prescription-drug advertiging. - .
Six ‘million ‘women: are -estimated to ‘be “on oral; contraceptive drugs .at: this
time in-the United States: Their safe use depends: upen proper promotion of




