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The power to stop severe refractory diarrhea is the
\fmwer to free your patient to resume a normal lifestyle.
SANDOSTATIN® (octreotide acetate), the first long-
acting synthetic peptide to mimic the actions of
somatostatin, has the power to rapidly relieve diarrhea
associated with metastatic carcinoid syndrome or
VIPoma in 63-83% of patients! It works in the Gl tract
by slowing transit, increasing water and electrolyte
absorption, and inhibiting endocrine gland secretion.'*

The most common adverse reactions associated with
SANDOSTATIN® therapy, burning at injection site (8%)
and nausea (10%), are usually mild and transient.*
The usual starting dose, 50 mcg administered by
subcutaneous injection once or twice a day,

should be titrated according to patient response.

*Patients undergoing chronic SANDOSTATIN® therapy
should be periodically monitored for gallbladder disease,
thyroid function and fecal fat.

See brief summary of prescribing information on adjacent page.

Stoppmg Symptoms through the Power of Inhibition

Dramatic reduction of stool output in VIPoma patient treated

with SANDOSTATIN® (octreotide acetate) 100 mcg bid sc
(Adapted from Maton.?)
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Brief Summary

SANDOSTATIN® (0ctreotide acetate) lluEﬁTilJN
CONTRAINDICATIONS

Sensitivity to this drug or any. olits mmpanenls
WARNINGS

hyperalimentation, anlmypmﬁnswe diuretics, and an!HJlA!rhea! agents. Where symp-
foms are severe {octreotic added o other therapies
used o controf glycemic states such as sulfonylureas, insulin, diazoxide, and lo beta
blockers: or agents for the control of fluid and electrolyte balance, patients must be
mumlured closely and adjustment made in the other therapies as ihe symploms of the

Sandastatin® (ocireotide acelate) therapy. like the in, may be
associated with cholelithiasis, presumably by alfering fat ahsorptlan and nosslb\y by
have

conirolied- Evi y available suggests these imbalances in fiuid
and elecirolytes or glycemic states arg secondary to correction of pre-gisting abnormali-

decreasing Ihe moliity of the gallbladder. Becausg patients with
been reported to be at risk for ing ireaied with Sar

(octreotide 4cetate) should be monitored periodically for gaElh!aduH disease. Surgical
intervention has been required in a few patients who developed seuereabcinmmal painas-

sociated wilh cholelithiasis while on Sandosfatin® (ocireotide acelate) therapy. 1t is
recommended that patienls on extended therapy be evaiuated periodically using ullra-
sound evaluztions of the galibladder and bile ducts.

PRECAUTIONS

General: In the treatment of patients with r.arcmmd syﬂﬂrﬁme or VIForr:as dosage
adjustment may be required to mamiam ymple

fi inotio a direct metabolicaction of Sandostatin® (octreotide acetate). Adjustment

"ol the dosage of drugs, such as insulin, affecting glucase melabolism may be required

following initiation of fin® (octretide in palients with diabetes.
Singe Sandostatin® (octreotide acetate) has been assnclaled withalterations in nutrient

rption, ils effect on of any orally admi drugs should be mzeml\y
considered. A single case of transplant rejection episode (renai/whole pancreas) in a
patient immunosuppressed with cyclosporine has been reported. Sandastatin® (octreo-
lide acelale) lreatment to reduce exocring secrefion and close: a fistula in this patient
resulted in-decreases in biood levels of cyclosparine and may have contributed to the
rejection episade.

tale) therapy is occasionall arhyperg
to alterations in the balance hetween the counterregulatory hormones; insulin, glucagen,
and growth hormone. Patients should be closely abserved on introduction of San

Drug/L y Test Mo known interference exists. with clinical
laboratary tests. mciudmg amme 0f peplide determinations.
M u! Feﬂlll!v‘ Studies inlaboratoryani-

ing in head, insomnia;-Irritability, libida decrease/iigidity, forgetiulness; malaise, ner-
vousness, shakiness, syncope, fremor, and Bell's Palsy. Respiratary: Rhinorrhea.
Endocrine: Galzctorrhea. Clinical hypothyroidism requiring thyroid hormene raplace-
ment was observed after 19 manths of therapy with 1500 meg daily of Sandostalin®
(octreotide acetate) in a clinical trfal patient. A progressive fall to low total and free T,
Values was observed, without an elevated TSH, indicative of hypothalamic- p;tuu!ary

probably related o acelate) therapy.
Qliguria, poliakiuria, prostalitis, and urine hyperosmolarity. - Automemic: Burning
sensahcm dry mouth, numbness, hyperhidrosis, fiyperdipsia, warm feeling, and visual
. Mi Chills, fever, throal discomfart, increased CPK, arm pain,
and eyes burning. Evaluation of 20 patients treated for af least 6 months has failed to
demonstrate titers of antibodies exceeding background levels.
DOSAGE AND ADMINISTRATION
Parenteral drug umdums should be inspected visually rorpamcuiammlcl anddwsm\omv
lion prior {0 admi ion. Do not use if parti and/or di are
ohserved.
Subculaneous injection is the recommended route of administration of Sandostatin®
(oetreotide aceiate) for control of symptoms in most inslances. Infravenous bolus
injections have been used under emergency condilions. Multiple injections at the same
site wnhln short periods of time should be avoided. The inilial dosage is 50 meg.

dostalin® (oclreotide acetate) therapy and at each change of dosage for
evidence of hyper- or hyuoglycemia Data on the effect of chronic therapy with San-
dostatin® ) on hiypothal y function has not been oblained.
A ivgdropinT, Ievelsnas* ried inclinical and biochemical

mals h acelate). No
long-term studies in animals {o assess cammngemcuy have been completed. San-
dostalin® (getreotide acetate) did not impair fertility in rals at doses.up to 1 ma/ka/day.
Pragnancy Category B: Reproduction studies have been uerluzmeém ralsand rabbits

hwu!hyroldlmaﬂerlgmralhsmthelapymonecl.mcaﬂna\uaumnu.. i
1500 meg of Sandostatin® (octreotide acetate) daily. Therefore, baseling and penmm:
thyroig function tests using loal and free T, are advised to monitor patients. in insulin-
dependent diabetics, reduction of insulin neuuilaments may result following initiation of
Sandostatin® (octreotide acefate) therapy.
There is evidence that Sandostatin® (aclreotide acetate) therapy may alter absorption of
dietary fats in some patients. Ilis suggestedthat periodic quantitative 72-hour fecal fatand
sgrum carotene determinafions be performed to aid in the assessment of possible drug-
induced aggravation of fal malabsorption. In patients with severe renal failure requiring
dialysis, the hall-lite of ihe drug may be increased, necessitaling adjusiment of the
mainlenance dosage. Because decreased galibladder contractifity and bile stasis may
resull from treatment with Sandostatin® . (octreotide acetate); baseline and: periodic
utrasenogranhy may be uselul {o assess the presence of pallstones (See WARNINGS).
Information for Patients: Careful instruction in steriie subculaneous injection
lechnique: should be-given to the patients and to other persons who may administer
Sandastatin® {ocireotide acetate) Injection.
Laboratory Tests: Laboratory tests that may be helpful as biochemical markers in
“determining and following patient response depend on the specific tmor. Based on
diagnosis, of the fallowing may be uselul in moniloring the
progress of therapy:
Carcinoid:  5-HIAA (urinary 5 hydmxyinuaia acetic.acig), plasma serotenin, plasma
Substance P
ViPgima: VIP (plasma vasoactive intestinal peptide)
Baseline and periodic fotal and/or free T, measurements should be performed during
chronic Iherapy (So¢ PRECAUTIONS -~ General).
Dmg Imnc!mns Many palienbs wilh carcinaid syndrome or VIPomas being treated
{ Iso been, orare being, trealed with many other
drugs to conlrol the symptomatolgy or progression of [he disease, generally without
serious drug interaction. Included are chemolherapeutic agents, H, antagonists, antimo-
tility agents, drugs af , solutions for electrolyt upport or

aldosesuplo id of impaired
fertility or harm (o the felus due to:Sandostalin® {oclreotide acetale). There are, however,
1o adequate and well-controlled studies in pregnant women. Because animal reproduc-
tion studies are not always predictive o human response, this drug should be used during
pregnancy only if clearly needed.

Nursing Mothers: Itis not i i din ilk. Becavse
many drugs are exceeted in milk, caution should be exercised when Sandostafin®
{octreotide acetate) is administered to:a nursing woman.

Pediatric Use; Experience wilh Sandostatin®  (octreotide acetate) in the pediatric
population is fimiled. The younges! patient to receive the drug was 1 month-old: Doses
0f 1-10 meg/kg body weight were well tolerated in the young patients. A'single cass ofan

-0nee or twice daily. Thereafter, the number oiinjeciionsand
dosage may be increased gradually based on patient tolerability and response. Dosage
information for patients with specific tumors 1ul\uws The drug is usually giveninab.id.
o Lid. schedule.

Carcinoid Tumors: The suggested dally dosage of Sandostatin® (octreotide acefale)
during the first two weeks of therapy ranges from 100 to 600 meg per day in two fo four
divided doses (mean daily dasage i 300 meg). In the clinical studies, the median daily
maintenance dosage was appraximalely 450 meg, but clinical and biochemical beriefils
were obtained in some patients withas litile s 50 meg, while thets required doses up o
1500 meg per day. However, experience with doses above 750 meg per day is limited.
VIPomas:. Daily dosages-ol 200 io 300 ‘mcg in two fo four divided doses are
recommended during the initial 2 weeks of therapy (range 150 fo 750 meg) to control
symptoms of the disease. On anindividual basis, dosage may be adjusted to achieve a
therapeutic response, but usual\y doses above 450 mog per day are not required.

Manulactured by Sandoz, Ltd. Basle, Swizerand for (SEF TEMBER 1, 1969, 50S-23]

infant. (nesidioblastosis) was complicated by a seizure thought o be ndent of
Sandostatin® (octreolide acetate} iherapy. s
ADVERSE REACTIONS

“The incidence of adverse reactions by palient group and in the total conort (N=491) of

patients follows. These adverse reactions werelargely of mild to moderale severity and of
shart duration. Adversereactions cccurringin 310 10% of patients: Nausea, injection site
pain, diarrhea; abdaminal pain/discomfort, loose staols, vomiting.. Adverse reactions
occurrmg int m3°6 of patients: Headache, fal mlabsumlmn dlzzmess;‘hghl -headed-
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