
NAPROSYN" 
(NAPROXEN) 500 mg tablets 
Briel Summary: 
Contraindication.: Patients who have had allergic reactions to 
NAPAOSYN, ANAPAOX or ANAPAOX OS or in whom aspirin or 
other NSAIDs induce the syndrome of asthma. rh initis, and nasal 

~~~hP~ . h~~;Oar~S~fa~~~~Y~~~~fi~~~~t~~~itig~a~Xt i~~i~rf~~ ~~~~e~~, 
nasal polyps, urticaria, and hypotension associated with NSAIOs 
before starting therapy. If such symptoms occur, discontinue the 
drug. Warnings: Serious GI toxicity such as bleeding, ulceration, 
and perloration can occur al any lime. with or without warnmg 

~re~tP\~~SUI~~r~~~~n~SnJreb~~~ddi~~r~gicsa~~h ~~~ie~T:I~v~n Ai~m~~~ 
absence of previous GI tract symptoms. In clinical trials, symp­
tomat ic upper GI ulcers, gross bleeding or perforation appear to 
occur in approximately 1% of patients treated for 3-6 months. and 
in about 2-4% of patients treated for one year. Inform patients 

~re~ust t~~a~~~fs t~~~/~~g~:n~:~~:sO~aS::ig~: i~!~~~l;~t~;;~u~~:: 
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factors known to be associated with peptic ulcer disease, such as 

b~c~nh~~~~Ciai~o~i~~ ' ine~;eas~~ ~l~~ . ftl~~r~~ J~ 'debilR~ie~e~!ti~~~~ 
seem to tolerate ulceration or bleeding less well than others and 
most spontaneous reports of fatal Gl events are in this population. 
In conSidering the use of relatively la rge doses (within the recom · 
mended dosage range), suHicient benelit should be anticipated to 
offset the potential increased risk of GI toxicity. Precautions: 00 
NOT GIVE NAPROSYN* I NAPAOXEN~ CONCOMITANTLY WITH 
ANAPROX· INAPAOXEN SO DIUM OA ANAPROX. OS 
INAPAOXEN SODIUM) SINCE THEY 60 H CIACULATE IN PLASMA 
AS THE NAPAOXEN ANION. Acute interstitial nephritis with hema· 
tur i.a. proteinuria, .and nephrot ic syndrome has been repor ted. 
Patients with impaired renal function, heart failure. liver dysfunc· 
tion, patients taking diuretics. and the elderly are at greater risk 01 
overt renal decompensation. If this occurs. discontinue the drug. 
Use with caution and monitor serum creatinine and/or creatinine 
clea rance in pat ients with significantly impaired renal function. 
Use caution in patients with baseline creatinine clearance less 

~~a;a~~n~L~~li~ Uct~;o~i~ ~~~ol~;~s~ i~~~e~~~veea~~~er i~i:~~o~li~~r~ i ?~ 
NSAlDs, borderline elevations of liver tests may occur in up to 

~;;~sl~~f~:~~t~'o~~;~e~~htr~~~~e~fev~~~~~n o~n§~a~egi ~G8~ 
occurred in controlled clinical trials in less than 1% of patients 

~:~:rge~~P;e~~r~:~c:~~~fy. il~~l~~;n~s~aUs~d~ce~e~g~s f~~ailf ~~~~~il~' 
manifestations occur (e.g., eosinophilia or rash). discontinue ther· 
apy. II steroid dosage IS reduced or eliminated during therapy, do 
so slowly and observe patients closely for adverse effects. includ· 
ing adrenal insuff iciency and exacerbation of arlhritis symptoms. 
Determine hemoglobin values periodically for patients with initial 
values of 10 grams or less who receive long-term therapy. Periph­
eral edema has been reported. Therefore. use with caution in 
patients with flu id retention, hypertension or heart fa ilure. The 
drug's antipyretic and anti-inflammatory activities may reduce 
fever and inflammation, diminishing their diagnostic value. Con­
duct ophthalmic studies if any change or distu rbance in vision 
occurs. For patients with restricted sodium in take, note that the 
suspension con ta ins 6 mg/mL of sodium. Information for 
Patients: Side effects of NSAIOs can cause discomfort and, rarely, 
there are more serious side effects, such as GI bleeding, whi ch 
may result in hospitalizat ion and even fatal outcomes. Physicians 
may wish to discuss with patients the pOlential risks and likely 

~~~e~i~~ig~sNZ:~~i tti~e;~~h~~/t~~~f~:~IIY w~~~nu:hJ~~bs u~~~ fti~ 
an acceptable alternative. Patients should use caut ion lor act ivi· 
ties reQuiring alertness if they experience drowsiness. dizziness. 
vert igo or depression during therapy. Laboratory Tests: Because 
serious GI tract ulceration and bleeding can occur with~ut warn· 
ing symptoms, follow chronically trea ted patients for Signs and 
symptoms of these and Inform them of the importance of this 
follow· up. Drug Interactions: Use caution when tVing concomi-

~~~~e w~~h S~~fO~~r~~~trpefUar~ti~~i~~I:anl!fh i ~~r ~~:~~~'IOsCU~!~~;' 
probenecid: or methotrexate. Drug/laboratory Test Interactions: 
The druQ may decrease platelet aggregation and prolong bleeding 
time or Increase ur inary values lor 17-ketogenic steroids. Tempo­
rarily stop therapy for 72 hours before dOing adrenal functIOn 

~~~~aeTnh:s~:UX 2-~~~~t~;:e~fud~t~h~~neaJYn~s::i~~~~e5~fl~~rc?na~~ 
genicity. Pregnancy: Category B. 00 not use during pregnancy 
unless clearly needed. Avoid use during late pregnancy. Nursing 
Mothers: Avoid use in nursing mothers. Pediatric Use: Single 
doses 01 2.5·5 mgl k9, with total daily dose not exceeding 15 
mg/kg/day. are sa fe In ch ildren over 2 years of age. Adverse 
Reactions: In a study, GI reactions were more freQuent and severe 
in rheumatoid arthritis patients on 1,500 mg/day than in those on 
750 mgJday. In studies In Children with juvenile arthrills. rash and 
prolonged bleeding times were more freQuent. GI and CNS rea,c-

~~~I~S~~~~i~!~~es~r;!~te~n~h~~hi!/o~e~;~~oanb~el~aSu!~~~:I~~ i~~~rii~~ 
GI : The most freQuent complaints related to the GI tract: constipa­
tion" heartburn: abdominal pain: nausea: dyspepsia. diarrhea, 
stomatitis. CNS: headache: dizziness,' drowsiness: light-head ed­
ness, vertigo. Dermatologic: itching (pruritus)," skin erupt ions: 
ecchymoses: sweating, purpura. SpeCial Senses: tinnitus: hear­
ing disturbances, visual disturbances. Cardiovascular : edema .. 
dyspnea,· palp itat ions. General: thirst. Incidence Less Than 1%: 
Probable Causal Relationship: GI: abnormal liver function lests. 

~~:~~a , ~le~~~e~li~~ra~~~~it~e~:~~~!~ognan~ef~ra~~ri~~~~'iO~,u~~~i~~ 
ing. Renal: glomerular nephrit is. hematuria. hyperkalemia, inter­
stitia l nephritis, nephrotic syndrome. renal disease, rena l failure, 
renal papil lary necrosis. HematoloQic: agranulocytosis, eosino­
philia , Qranulocytopenia, leukopenia, thrombocytopenia. CNS: 
depreSSion, dream abnormalities, inability to concentrate. insom­
nia. malaise. myalgia and muscle weakness. Oermatologic: alope­
cia. photosensi tive dermat it is, ski n rashes. Special Senses: 
hearing impairment. Cardiovascular: congestive heart failure. 
Respi ratory: eosinophiliC pneumonitis. General: anaphylactoid 
react ions, menstrual disorders. pyrexia (chills and fever). Causal 

~~!~ii~~~~ :Uans~~~~n~~n~~~?i~~~C~n~r~s~~s:~~~lgn .h~~~~~_ 
logic: epidermal necrolysis, erythema multiforme, photosen­
sitiv ity reactions resembling porphyria cutanea tarda and 
epidermolysis bullosa, Stevens-Johnson syndrome, ur ticaria. GI : 
non-peptic GI ulceration. ulcerative stomatitis. Cardiovascular: 
vasculi tis. General: angioneurot ic edema, hyperglycemia, hypo­
glycemia. Overdo •• ge: May have drowsiness, heartburn, indiges­
tion, nausea, vomiting. A few patients have had seizures. Empty 
stomach and use usual supportive measures. In animals 0.5 g/kg 
of activated charcoal reduced p las~a levels of naproxen. Clutlon: 

;~~i~~e~~jo~f~~i~i::s~~fCi~~s:~~o:~?~~. prescription. See pack-

· Incidence of reported reaction 3%-9%. I_ I SYNTEX I 
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clinical diagnosis as well as appro­
priate laboratory test selection. 

JOH~ H. YOST, DO 
GEORGE SPENCER-GREEN, MD 
Rheumatology Clinic 
Connective Tissue Disease 

Section 
Dartmouth-Hitchcock Medical 

Center 
Lebanon, NH 
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Response 

To the Editor: 

I appreciate Drs Yost and Spencer­
Green's comments. As I noted in 
the article, the diagnosis of Lyme 
disease is best made by clinical 
examination and epidemiologic his­
tory, with serolgoic studies sup­
porting the clinical diagnosis . I 
agree completely with Drs Yost 
and Spencer-Green that although 
the Western blot method may be 
more sensitive than ELISA in 
detecting spirochete antibody in 
Lyme disease, the clinician should 
not use it as a routine serologic 
test for evaluating Lyme disease. 

HAD! HEDAYATI, MD 

Assistant Professor of Internal 
Medicine, 
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Section of Rheumatology 
Chicago College of Osteopathic 

Medicine 
Chicago, III 

AAO funded Frymann 
study 

To the Editor: 

I am pleased to see Dr Frymann 
and associates' clinical investiga­
tion, "Effect of osteopathic med­
ical management on neurologic 
development in children," pub­
lished in the JAOA (1992;92:729-
744). I am also pleased to read Dr 
Patterson's editorial, "Testing osteo­
pathic medical concepts in a real­
life setting," (JAOA;1992;92:689 ) 
commenting on their study and 
urging others to follow their exam­
ple. 

I am, however, disappointed 
that a footnote did not appear stat­
ing that Dr Frymann and colleagues' 
study was supported by funds from 
the American Academy of Osteopa­
thy. 

JOHN P . GOODRIDGE, DO, FAAO 

Secretary-Treasurer 
Emeritus 

American Academy of 
Osteopathy 

Newark, Ohio 

Response 

To the Editor: 

The expression of gratitude and 
appreciation to the American Acad­

(continued on page 1224) 

Letters 


