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Two caplets, once a day * 

(oxaprot n) ~~i~~ 
MEfficacy 
From the same chemical class as naproxen and ibuprofen, 
but with the extended duration of action of piroxicam1 

M Tolerability 
GI tolerabilityt without a loss of therapeutic efficaci 

M Ot1ce-a4Iy dosing 
Usual adult dosage is 1200 mg/day (two 600-mg caplets)* 

want in an NSAID 



Get 
All you want in an NSAID -

Experience with NSAIOs has shown that starting therapy with maximal doses in elderly 
patients or those with CHF, hepatic impairment, or mild-to-moderate renal insufficiency 
is likely to increase the frequency of adverse events and is not recommended, 
*For osteoarthritis patients of low body weight or with milder disease, an initial dosage of one 600-mg caplet once a day may be appropriate. 

BRIEF SUMMARY 
~JIIIIS: Patients with previously demonstrated hypersensitivity to oxaprozin or any of 
its components or in IndIVIduals With the complete or partial syndrome of nasal polyps. angioedema, 
and bronchospastic reactivity to aspirin or other nonsteroidal anti-inflammatory drugs (NSAIDs). Severe 
and occasionally fatal asthmatiC and anaphylactiC reactions have been reported in patients receiving 
NSAIDs, and there have been rare reports of anaphylaxis in patients taking oxaprozin. 
W..-s: RISK Of GASTROINTESTINAL (GI) ULCERATION. BLEEDING. AND PERFORATION WITH 
NONmROIDAL ANTI-INFLAMMATORY DRUG THERAPY: Serious GI toxicity. such as bleeding. 
ulceration. and perforation. can occur at any time. with or without warning symptoms. in patients 
treated with NSAIDs. Although minor upper GI problems. such as dyspepSia. are common. and usually 
develop early in therapy. physiCians should remain alert for ulceration and bleeding in patients treated 
chronically with NSAIDs. even in the absence of previous GI tract symptoms. In patients observed in 
clinical trials lor several months to 2 years, symptomatic upper GI ulcers. gross bleeding, or perforation 
appear to occur in approximately 1 % of patients treated for 3 to 6 months. and in about 2% to 4% 
of patients treated for 1 year. PhysiCians should inform patients about the signs and/or symptoms 
of serious GI toxicity and what steps to take if they occur. Patients at risk for developing peptic 
ulceration and bleeding are those with a prior history of serious GI events, alcoholism, smoking, or 
other factors known to be associated with peptic ulcer disease, Elderly Or debilitated patients seem 
to tolerate ulceration or bleeding less well than other individuals. and most spontaneous reports of 
fatal GI events are in these populations. Studies to date are inconclUSive concerning the relative risk 
of vaflOUS NSAIDs in causing such reactions. High doses of any NSAID probably carry a greater risk 
of these reactions. 
1'IIECA1ITICIfIS: As with other NSAIDs. borderline elevations of one or more liver tests may occur In 
up to 15% of patients, These abnormalities may progress. remain essentially unchanged. or resolve 
With conllnued therapy. The SGPT (ALT) test is probably the most sensitive Indicator of liver 
dysfunction. Meaningful (3 times the upper limit of normal) elevations of SGOT (AST) occurred in 
controlled clinical trials of Daypro in just under 1 % of patients. A patient with symptoms and/or 
signs suggesting liver dysfunction or in whom an abnormal liver test has occurred should be evaluated 
for eVidence of the development of more severe hepatic reaction while on therapy with this drug. 
Severe hepatiC reactions including jaundice have been reported with Daypro, and there may be a fisk 
of fatal hepatitis with oxaprozin. such as has been seen with other NSAIDs. Although such reactions 
are rare, if abnormal liver tests persist or worsen. clinical signs and symptoms consistent with liver 
disease develop. or systemic manifestations occur (eosinophilll, rash. fever), Daypro should be 
dlsconllnued. Well-compensated hepatiC cirrhosis does not appear to alter the disposition of unbound 
oxaprozin. so dosage adjustment is not necessary. Caution shOuld be observed in patients with severe 
hepatiC dysfunction. Acute Interstitial nephritiS, hematuria. and proteinuria have been reported With 
Daypro as With other NSAIDs. Long-term administration of some NSAIDs to animals has resulted in 
renal papillary necrosIs and other abnormal renal pathology. This was not observed With oxaprozin, 
but the clinical significance of thiS difference IS unknown. A second form of renal toxIcity has been 
seen In patients with preexisting conditions leading to a reduction in renal blood flow. where the renal 
prostaglandins have a supportive role 10 the mamtenance of renal perfusion. In these patients 
administration of an NSAID may cause a dose-dependent reduction in prostaglandin formation and 
may preCipitate overt renal decompensation. Patients at greatest fisk of this reaction are those with 
previously Impaired renal function, heart failure. or liver dysfunction, those takmg diuretiCs, and the 
elderly. Discontinuation of NSAID therapy is often followed by recovery to the pretreatment state. 
Those patients at high fisk who chrOnically take oxaprozin should have renal function monitored if 
they have signs or symptoms that may be consistent with mild azotemll, such as malaise, fatigue. 
or loss of appetite. As with all NSAID therapy, patients may occaSionally develop some elevation of 
serum creatlnme and BUN levels without any signs or symptoms. The pharmacokinetics of oxaprozln 
may be significantly altered 10 patients With renal insufficiency or in patients who are undergomg 
hemodialYSIS. Such patients should be started on doses of 600 mglday, With cautious dosage 
mcreases If the desired effect is not obtained. Oxaprozln is not dialyzed because of ItS high degree 
of protem bmdmg. Like other NSAIDs, Daypro may worsen flUid retention by the kidneys in patients 
With uncompensated cardiac failure due to its effect on prostaglandins. It should be used With caution 
in patients With a history of hypertension. cardllc decompensation, In patients on chronic diuretic 
therapy. or In those With other conditions predisposing to fluid retention. Oxaprozm has been assOCiated 
with rash andlor mild photosensitivity In dermatologic testing. An increased inCidence of rash on sun
exposed skin was seen in some patients In the clinical tflals. Because serious GI tract ulceration and 
bleeding can occur without warning symptoms. physicians should follow chronically treated patients 
for the signs and symptoms of ulceration and bleeding and should inform them of the importance of 
thiS fOllOW-Up. Anemll may occur in patients receiving oxaprozin or other NSAIDs. This may be due 
to flUid retention. gastromtestlnal blood loss. or an incompletely described effect upon erythrogeneSIs. 
Patients on long-term treatment With Daypro should have their hemoglobin or hematocrit values 
determmed at appropriate intervals as determmed by the clinical situation. Dxaprozin. like other 
NSAIDs. can affect platelet aggregation and prolong bleeding time. Daypro should be used with 
caution in patients with underlymg hemostatic defects or In those who are undergoing surgical 
procedures where a high degree of hemostasis is needed. The side effects of NSAIDs can cause 
discomfort and. rarely. serious side effects. such as GI bleeding. which may result In hospitalization 
and even fatal outcomes. Physlcllns may Wish to discuss with their pallents the potential flsks and 
likely benefits of Daypro treatment. particularly in less-serious conditions where treatment without 
Daypro may represent an acceptable alternative to both the patient and the physician. Patients 
receiving Daypro may benefit from physlclln Instruction In the symptoms of the more common or 
serious GI, renal. hepatic. hematologiC. and dermatologic adverse effects. Daypro IS not known to 
interfere With most common laboratory tests. including tests for drugs of abuse. Concomitant 
administration of Daypro and aspirin IS not recommended because oxaprozin displaces salicylates 
from plasma protem binding sites. Coadmmlstratlon would be expected to increase the fisk of 
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salicylate toxicity. The anticoagulant effects of warfarin were not affected by the coadministration of 
1200 mglday of Daypro. Nevertheless. caution should be exercised when adding any drug thaI affects 
platelet function to the regimen of patients receiving oral anticoagulants. The total body clearance of 
oxaprozin was reduced by 20% In subjects who concurrently received therapeutic doses of cimetidine 
or ranltidine; no other pharmacoklnetic parameter was affected. A change of clearance of this 
magnitude lies within the range of normal variation and IS unlikely to produce a clinically detectable 
difference in the outcome of therapy. Sublects receiving 1200 mg Daypro Qd with 100 mg metoprolol 
bid exhibited slatistlcally significant but transient Increases In sitting and standing blood pressures 
after 14 days. Therefore. as with all NSAIDs, routine blood pressure monitoring should be considered 
in these patients when starting Daypro therapy. The coadministration of oxaprozin and antacids. 
acetaminophen, or conlugated estrogens resulted in no statistically significant changes in pharmaco
kinetic parameters In Single- andlor multiple-dose studies. The interaction of oxaprozin with lithium 
and cardiac glycosldes has not been studied. In oncogenicity studies, oxaprozin administration for 2 
years was associated with Ihe exacerbation of liver neoplasms (hepatic adenomas and carcinomas) 
In male CD mice. but not in female CD mice or rats. The significance of this species-specific finding 
to man IS unknown. Oxaprozln did nol display mutagenic potential. Oxaprozin administration was not 
associated with Impairment of fertility In male and female rats at oral doses up to 200 mg/kg/day 
(1180 mg/m'); the usual human dose is 17 mg/kg/day (629 mg/m'). However. testicular degeneration 
was observed in beagle dogs treated with 37.5 to 150 mg/kg/day (750 to 3000 mg/m') of oxaprozin 
for 6 months. or 37.5 mg/kg/day for 42 days. a finding not confirmed in other species, The clinical 
relevance of this finding is not known, Pregnancy Category C: There are no adequate or well-controlled 
studies in pregnant women. Teratology studies with oxaprozin were performed In mice. rats, and 
rabbits. In mice and rats. no drug-related developmental abnormalities were observed at 50 to 200 
mg/kg/day of oxaprozln (225 to 900 mg/m2). However, in rabbits. infrequent malformed fetuses were 
observed in dams treated with 7.5 to 30 mg/kg/day of oxaprozin (the usual human dosage range). 
Oxaprozln should be used during pregnancy only if the potential benefits justify the potential risks to 
the fetus. The effect of oxaprozln in pregnant women is unknown. NSAIDs are known to delay 
parturition. to accelerate closure of the fetal ductus arteriosus. and to be associated with dystocia. 
Oxaprozin IS known to have caused decreases in pup survival in rat studies. Accordingly. the use of 
oxaprozin during late pregnancy should be avoided. Studies of oxaprozin excretion in human milk 
have not been conducted: however. oxaprozln was found in the milk of lactating rats. Since the 
effects of oxaprozin on infants are not known. caution should be exercised if oxaprozin is administered 
to nursing women. Safety and effectiveness of Daypro in children have not been established. No 
ad,us'ment of the dose of Daypro is necessary in the elderly for pharmacoklnetlc reasons, although 
many elderly may need to receive a reduced dose because of low body weight or disorders associated 
with aging. No significant differences In the pharmacoklnetic profile for oxaprozin were seen in studies 
In Ihe healthy elderly. Although selected elderly patients in contrOlled clinical trials tolerated Daypro 
as well as younger patients. caution should be exercised In treating the elderly. and extra care should 
be taken when choosing a dose. As with any NSAID. the elderly are likely to tolerate adverse reactions 
less well than younger patients. 
ADVERSE REACTIOIIS: The mosl frequently reported adverse reactions were related to the GI tract. 
They were nausea (8%) and dyspepsia (8%). 
INCIDENCE GREATER THAN 1'~; In clinical trials the following adverse reactions occurred at an 
Incidence greater than 1 % and are probably related to treatment. Reactions occurring in 3% to 9% of 
patients treated with Daypro are indicated by an asterisk('); those reactions occurring In less than 
3% of patients are unmarked: abdominal pain/distress. anorexia. constipation'. diarrhea', dyspepsia'. 
flatulence. nausea', vomiting. CNS inhibition (depression, sedation. somnolence. or confusion). 
disturbance of sleep. rash'. IInnitus, dysuria or frequency. 
INCIDENCE LESS THAN 11ft: Prob,bIt c,ulIl re""I111"'/p: The lollowing adverse reactions were 
reported In clinical trials at an incidence of less than 1 % or were reported from foreign experience, 
Those reactions reported only from foreign marketing experience are in Italics. The probability of a 
causal relationship eXists between the drug and these adverse reactions: anaphylaxis. edema, blood 
pressure changes, peptic ulceration and/or GI bleeding. liver function abnormalities including hepatitis. 
stomatitis. hemorrhoidal or rectal bleeding, anemia. thrombocytopenia, leukopenia. ecchymoses. weight 
gain, weight loss. weakness. malaise, symptoms of upper respiratory tract infection. pruritus. urticana. 
photosensitivity, blurred VISion, conlunctivitis, acute Interstitial nephritis. hematuria. renal insufficiency, 
decreased menstrual flow. 
e,ml re/.",.""p unkn,wn: The following adverse reactions occurred at an incidence of less than 
1 % In clinical trials, or were suggested from marketing experience, under circumstances where a 
causal relationship could not be definitely established, They are listed as alerting information for the 
phYSICian: palpitations. alteration in taste. sinusitis, pulmonary infections, alopecia, hearing decrease. 
increase In menstrual flow. 
DRill ABUSE AID OEPEIIDEKE: Daypro IS a non-narcotic drug. Usually reliable animal studies have 
indicated that Daypro has no known addiction potential In humans. 
OVERDDSABE: No patient experienced either an aCCidental or intentional overdosage of Daypro in the 
clinical tnals of the drug. Symptoms follOWing acute overdose with other NSAIDs are usually limited 
to lethargy, droWSiness. nausea, vomiting. and eplgastnc pain and are generally reversible with 
supportive care. GI bleeding and coma have occurred follOWing NSAID overdose. Hypertension. acute 
renal failure, and respiratory depression are rare. Patients should be managed by symptomatic and 
supportive care following an NSAID overdose. There are no specific antidotes. Gut decontamination 
may be Indicated In patients seen within 4 hours of Ingestion With symptoms or following a large 
overdose (5 to 10 times the usual dose). This should be accomplished via emesis and/or activated 
charcoal (60 to 100 g In adults, t to 2 g/kg in children) with an osmotic cathartiC. Forced diuresis. 
alkalization of the urine, or hemoperfusion would probably not be useful due to the high degree of 
protein binding of oxaprozin. 2/2193 • P93DA7916V 
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INFORMATION FOR AUTHORS 
The Journal of the American Board of 

Family Practice welcomes for editorial 
review manuscripts that contribute to 
family practice as a clinical scientific 
discipline. High priority is given to re
ports of clinically relevant studies that 
have practical unplications for im
proved patient care. Manuscripts are 
considered in relation to the extent to 
which they represent original work, 
their significance to the advancement 
of family medicine, and their interest 
to the practicing family physician. 
Some papers that are accepted by the 
Journal will be selected for an accom
panying guest editorial or concurrent 
commentary by other invited authors 
addressing issues raised by the papers. 
The Journal publishes the following 
features: 

Origi1llll Articles. Reports of origi
nal research, usually dealing wiili a 
clinical, health services, or other clin
ically relevant study. 

MedkiU PrtM:tit:e. Scholarly articles 
that relate directly to clinical topics 
useful in evc:ryday falJ!ily practice, 
whether dealing with diagllOstic or 
therapeutic roles of the fariiily physi
cian or rep<?rting studies of what 
family phYSIcians do in practice. 

CU,.iad Review. In-depth reviews 
of ~cific clinical problems, disease 
entines, or treaunent modalities; com
prehensive and critical analysis of the 
literature is required (usual maximum 
length 5000 words). 

CU,.iad Guidelines tmd PrinuI 
Care. Summaries of major clini~ 
~delines proposed by various spe
cialty, governmental, or health care 
or~zations, with critical commen
tary from a primary care perspective. 

Ftmdly PrtKtiee tmd the Hellltb 
Care SY..rfem. Articles reporting stud
ies ana scholarly commentary on 
changing trends and patterns of care 
in faiiilly practice, prunary care, and 
the health care system. 

Specilll Articles. Articles in other 
areas that may ~late to the role of 
the family physician, education for 
family pracbce, or other subjects im
portant to family practice as a clinical 
specialty. 

Brief Reports. Short reports of pi
lot sturues or case reports with a teacn
ing point of clinical relevance (usual 
leiigth 1000-1500 words). 

FfI1IIUy PrtM:tit:e - World Perspec
tiw. Papers reporting developments 

JABFP Sept.-Oct. 1993 Vol. 6 No.5 

related to the practice or education of 
family physicians in various countries 
around ilie world (usual length 1200-
1800 words). 

RejJeaions in FfI1IIily PrtKtiee. Pa
pers in narrative or essay format that 
illuminate qualitative aspects of family 
practice, including sucn areas as ethi
cal issues, the physician-patient rela
tionship, or ilie diverse roles of the 
family physician. 

Editorilll. Focused opinion or com
mentary that bears on an issue rele
vant to the field. Mayor may not ac
company an original article in the 
same issue (usual length 1000-1500 
words). 

Letters to the Editor. Observations, 
opinion, or comment on topics under 
discussion in the Journal, usually not 
to exceed 500 words. 

Boole Reviews. Books for review and 
book reviews should be sent to Dr. 
John P. Geyman, Editor, the,!ournal of 
the American Board of Fami/i Practice, 
De{>llrtlDent of F'amily Medicine 
(HQ-30), School of Medicine, Uni
versity of Washington, Seattle, WA 
98195. 

The following ~delines are in ac
cordance with the "Uniform Require
ments for Manuscripts Submitted to 
Biomedical JournalS." The current 
(fourth) edition was published in the 
February' 7, 1991, issue of the New 
EnglandJournai of Medicine. 

MANUSCRIPI'SUBMISSION 
Manuscripts containing original 

material are accepted for consideration 
with the understanding that neither 
the article nor any part of its essential 
substance, tables, or figures has been or 
will be published or submitted for pub
lication elsewhere before appearing in 
the '!ournal. This restriction does not 
appfy to abstracts or press reports pub
liShed in connection with scientific 
meetings. Copies of any possibly du
plicative manuscripts should be sub
mitted to the Editor along with the 
manuscript that is to be considered by 
the Journal. The Journal strongly dis
courages the submission of more than 
one article dealing with related aspects 
of the same study. In almost all cases, a 
single study is best reported in a single 
paper. 

Submit an original and 3 copies of 
the complete manuscript, including 
text pages, legends, tables, references, 
and glossy prints of figures. Only typed 
copy, on standard-sized typewnter 

paper and double-spaced throughout, 
with margins of at least 2.5 cm, is ac
ceptable. Address all submissions to 
John P. Geyman, M.D., Editor, the 
Journal of the American Board of Family 
Practice, Department of F amlly Medi
cine (HQ-30), School of Medicine, 
University of Washington, Seattle, 
WA 98195. A coverin~ letter should 
identify the person (WIth the address 
and telephone number) responsible for 
ne~otiations concerning the manu
scnpt; the letter should make it clear 
that the final manuscript has been seen 
and approved by all authors. If authors 
acknowledge by name persons who 
provided important technical, advi
sory, or reviewer contributions, the 
corresponding author should sign 
the following statement: "I have 
obtained written permission from 
all persons named in the acknowledg
ment." 

The Journal expects authors to take 
public responsibility for their manu
scripts, including conception and de
sign of the work, data analysis, writing, 
and review of the paper. Authors are 
expected to stand behind the validity of 
their data and, if asked by the Editor, to 
submit the actual data for editorial re
view with the manuscript. 

The Journal also expects authors to 
disclose any commercial associations 
that might pose a conflict of interest in 
connection with the submitted article. 
Consultancies, stock ownership or 
other equity interests, patent-licensing 
arrangements, and oilier kinds of asso
ciations that might involve conflict of 
interest should 6e disclosed to the Ed
itor in a covering letter at the time of 
submission. Such information will be 
held in confidence while the paper is 
under review and will not influence the 
editorial decision. If the manuscript is 
accepted, the Editor will discuss with 
the authors how best to disclose the 
relevant information. Questions about 
this policy should be directed to the 
Editor. 

MANUSCRlPl'S 
TIll. tlIIIlAlllbors' NtI_ 

With the manuscript, provide a page 
giving the tide of the paper; a running 
foot of fewer than 40 letter spaces; the 
name(s) of the author(s), including 
first name(s) and academic degree(s); 
the name of the department and insti
tution in which the work was done; and 
the name and address of the author to 
whom reprint requests should be ad
dressed. All funding sources support
ing the work should be routinely 
acknowledged on the tide page, as 



should all institutional or corporate 
affiliations of the authors. Two to 
four key words should be submitted 
with the manuscripts to be used for 
purposes of classification by subject. 
Use tenns from the Medical Subject 
Headings from Index Medicus when 
possible. 

AbsINeIs 
Use another page to provide an ab

stract of not more than 200 words. 
This abstract should be factual, not de
scriptive, with its content ap~ropriate 
to the type of paper. For original arti
cles reporting results of studies, a four
paragraph format should be used la
beled Background, Methods, Results, 
and Conclusions. These should briefly 
describe, respectively, the object of the 
study, the methods used, the major re
sults, and the author(s) conclusions. 
Abstracts are not necessary for Brief 
Reports or World Perspective papers. 

~ 
Except for units of measurement, 

abbreviations are discouraged. Con
sult the CormciJ of Biology Editors Style 
MilnuaJ (Fifth edition. Bethesda, MD: 
Council of Biology Editors, 1983) for 
lists of standard abbreviations. The 
first time an abbreviation appears, it 
should be preceded by the words for 
which it stands. 

lJrtIg NIIIIIBS 
Generic names should, in general, 

be used. If an author so desires, brand 
names may be inserted in parentheses. 

me'II6I11e lMgtIIIgs 
Sex bias should be avoided and gen

der-inclusive language used whenever 
possible. 

RejtJtWlt:#!S 
References must be typed in double 

spacing and numbered consecutively 
as they are cited. References first cited 
in tables or figure legends must be 
numbered so that they will be in se
quence with references cited in the 
text. The style of references is that of 
the Index Medicus. List all authors when 
there are 6 or fewer; when there are 7 
or more, list the first 6, then "et al." 
Sample references are as follows: 

S1aodardJouroal Article 
(List all authors, but if the number 

exceeds 6, give 6 followed byetal. Note 
that month and issue number are omit
ted when a journal has continuous 
pagination throughout a volume.) 

Morrow]D, Margolies GR, Row
land], Roberts IJ 2nd. Evidence that 
histamine is the causative toxin of 
scombroid-fish poisoning. N Engl ] 
Med 1991; 324:716-20. 

Orpnization • Author 
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If you've 
ever 
been 

involved 
with 

Easter Seals, 
you're 

history. 
If you've ever been involved 

with Easter Seals, you're 

part of the history we're 

missing. It's all part of our 

75th Anniversary celebra

tion. So give us a 

ring today. 

Tomorrow, you 

could be history. 

The Easter Seal Story Search 
1·800·STORIES (Voice or roD) 




