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brand of diphenoxylate hydrochloride 
with atropine sulfate
IMPORTANT I N F O R M A T I O N :  This is a Schedule 
V substance by Federal law; d iphenoxylate HCI is 
chemically related to m eperidine. In case of over­
dosage or ind iv idual hypersensitiv ity, reactions 
similar to those a fter m eperid ine or m orphine over­
dosage may occur; trea tm ent is s im ila r to tha t for 
meperidine or m orphine in tox ica tion  (pro longed 
and careful m onitoring). Respiratory depression 
may recur in spite of an in itia l response to Narcan® 
/naloxone HCI) or may be evidenced as late as 30 
hours after ingestion. LOMOTIL IS NOT AN IN ­
NOCUOUS DRUG AND DOSAGE RECOMMENDA­
TIONS SHOULD BE STRICTLY ADHERED TO, 
FSPECIALLY IN CHILDREN. THIS M EDICATION  
SHOULD BE KEPT OUT OF REACH OF CHILDREN. 
Indications: Lomotil is e ffective as ad junctive ther­
apy in the management of diarrhea. 
Contraindications: In ch ild ren less than 2 years, 
due to the decreased safety margin in younger age 
qroups, in patients who are jaundiced or hyper­
sensitive to diphenoxylate HCI or atropine, and in 
diarrhea associated w ith  pseudom embranous en­
terocolitis occurring during, or up to several weeks 
following, treatm ent w ith  an tib io tics  such as c lin ­
damycin (Cleocin®) or lincom ycin (Lincocin®). 
Warnings: Use w ith specia l caution in young c h il­
dren, because o f variab le response, and w ith ex­
treme caution in patients w ith c irrhos is  and other 
advanced hepatic disease or abnorm al liver func­
tion tests, because o f possib le hepatic coma. D i­
phenoxylate HCI may potentia te the action of bar­
biturates, tranquilizers and a lcohol. In theory, the 
concurrent use w ith  monoam ine oxidase inh ib ito rs  
could precipitate hypertensive cris is . In severe de­
hydration or e lectro lyte im balance, w ithho ld  Lom otil 
until corrective therapy has been in itia ted.
Usage in pregnancy: W eigh the potentia l benefits 
against possible risks before using during preg­
nancy, lactation or in women of ch ildbearing  age. 
Diphenoxylate HCI and a tropine are secreted in the 
breast milk of nursing mothers.
Precautions: Add ic tion  (dependency) to  d iphenoxy­
late HCI is theore tica lly  possib le at high dosage. Do 
not exceed recommended dosages. Adm in is ter with 
caution to patients receiving add ic ting  drugs or 
known to be add ic tion  prone or having a h istory of 
drug abuse. The subtherapeu tic am ount of a tropine 
is added to d isco u ra g e  d e lib e ra te  overdosage; 
strictly observe contra ind ica tions, warnings and 
precautions for atropine; use w ith  caution in c h il­
dren since signs of a tropin ism  may occur even w ith 
the recommended dosage. Use w ith  care in patients 
with acute ulcerative co lit is  and d iscontinue use if 
abdominal d isten tion or other symptoms develop. 
Adverse reactions: A tropine effects include dryness 
of skin and mucous membranes, flush ing, hyper­
thermia, tachycardia and urinary retention. Other 
side effects w ith Lom otil inc lude nausea, sedation, 
vomiting, swelling of the gums, abdom inal d iscom ­
fort, respiratory depression, numbness o f the ex­
tremities, headache, dizziness, depression, malaise, 
drowsiness, coma, lethargy, anorexia, restlessness, 
euphoria, pruritus, ang ioneuro tic edema, g iant u rti­
caria, paralytic ileus, and tox ic  megacolon.
Dosage and adm in is tra tion : L o m o t i l  is  c o n t r a i n d i ­
c a te d  in  c h i l d r e n  le s s  t h a n  2  y e a r s  o l d .  Use only 
Lomotil liquid for ch ildren 2 to  12 years old. For ages 
2 to 5 years, 4 ml. (2 mg.) t.i.d .; 5 to  8 years, 4 ml. 
(2 mg.) q.i.d .; 8 to 12 years, 4 ml. (2 mg.) 5 tim es 
daily; adults, two table ts (5 mg.) t.i.d . to two table ts 
(5 mg.) q.i.d. or two regular teaspoonfu ls (10 ml., 
5 mg.) q.i.d. M aintenance dosage may be as low as 
one fourth of the in itia l dosage. Make downward 
dosage adjustment as soon as in itia l symptoms are 
controlled.
Overdosage: Keep the m edication out of the reach 
of children since acc identa l overdosage may cause 
severe, even fa ta l, respiratory depression. Signs of 
overdosage include flush ing, hypertherm ia, tachy­
cardia, le thargy or coma, hypotonic reflexes, nys­
tagmus, p inpo in t pup ils and respiratory depres­
sion which may occur 12 to 30 hours a fter over­
dose. Evacuate stomach by lavage, establish a pat­
ent airway and, when necessary, assist respiration 
mechanically. A narcotic antagon ist may be used in 
severe respiratory depression. Observation should 
extend over at least 48 hours.
Dosage forms: Tablets, 2.5 mg. of diphenoxylate 
HCI with 0.025 mg. of a tropine sulfate. Liquid, 2.5 
mg. of diphenoxylate HCI and 0.025 mg. of atropine 
sulfate per 5 ml. A p lastic  dropper ca librated in in ­
crements of 1/2  ml. (to ta l capacity, 2 ml.) accom ­
panies each 2-oz. bottle  of Lom otil liqu id.
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Letters to
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The Journal welcomes Letters to the Editor; 
if found suitable, they will be published as 
space allows. Letters should be typed 
double-spaced, should not exceed 400  
words, and are subject to abridgment and 
other editorial changes in accordance with 
journal style.

A ssessm ent o f  Q u a l i ty  o f  C are

To the Editor:

I would like to carry on the discus­
sion started with Dr. Froom regarding 
quality of care. I feel the concept is 
important and needs a more thorough 
analysis. All of us are subject to review 
of care, in hospital, under PSRO pro­
grams. The State of Virginia’s Health 
Data Advisory Council has been trying 
to develop methods for assessing qual­
ity of care, particularly in the area of 
ambulatory practice, and for defining 
“health indicators” which would tell 
us something about quality of care 
between the five health regions of 
Virginia as well as within these regions. 
The mandates of the Health Planning 
and Resources Development Act in 
assessing the contribution of the vari­
ous components of the health and 
medical care system make such ana­
lyses, particularly of ambulatory care, 
imperative.

Criteria for such indicators of qual­
ity of care have been well defined in 
the National Academy of Science pub­
lications on evaluating health ser­
vices.1,2 They state that:
1. An indicator should have a signifi­
cant functional impact.

2. An indicator should be relatively 
well-defined and easy to diagnose in 
both field and practice settings.
3. Prevalence rates should be high 
enough to permit the collection of 
adequate data from a limited popula­
tion sample.
4. The natural history of the condi­
tions should vary with the utilization 
and effectiveness of medical care.
5. The techniques of medical manage­
ment of the condition should be well- 
defined for at least one of the follow­
ing processes: prevention, diagnosis, 
treatment, or rehabilitation.
6. The effects of non-medical factors 
on the indicator should be understood 
(ie, the epidemiology).

If one looks at the problems de­
scribed by Dr. Froom in his article,3 it 
is apparent that none of them meet 
most of the tests for indicators of 
“quality of care” as defined by the 
National Academy of Sciences.

As for Dr. Froom’s point about the 
lack of knowledge of natural history 
and epidemiology, I point out the 
National Health Examination Surveys
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