
EFFECTIVE, 
Low-DoSE THERAPY 
To HELP PATIENTS 

FALL ASLEEP GENTLY 



FOR TRANSIENT ANn SHORT-TERM INSOMNIA 
(GENERALLY 7-10 DAYS' THERAPY) * 

... More than a decade of established RESTORIL ® safety 

• Essentially no hangover effects 1-3 

• Low potential for rebound insomnia4 or memory loss. 

• No evidence of tolerance development found 
after at least two weeks of nightly use 
(based on sleep laboratory study results) 

• VIrtually no daytime anxiety or G.I. upset 
... Induces sleep as effectively as RESTORIL (temazepam) 15 mg 5 

... Allows titration for greater flexibility and control t 

RESTORIL therapy is contraindicated in pregnant women. 
* As with all benzodiazepines, patients should be evaluated for the emergence 

of any abnonnal thinking or behavioral changes, with appropriate consideration 
given to all possibilities. 

t Also available in 15 mg and 30 mg capsules. 



RESTORIL®€ 
(temazepam) CAPSULES 

BRIEF SUMMARY: For full prescrtblng InformatIon _ package In .. rt 

CAUTION: Federal law prohibits dispensing without prescription, 

INDICATIONS AND USAGE 
Restoril" (temazepam) is indicated for the short-term treatment of insomnia (generally 

7-10 days), For patients in whom the drug is used for more than 2-3 weeks, periodic 
reevaluation is recommended to determine whether there is a continuing need, (See 
WARNINGS) 

For patients with short-term insomnia, instructions in the prescription should indicate that 
Restoril" (temazepam) should be used for short periods of time (7-10 days), 

Restoril" (temazepam) should not be prescribed in quantities exceeding a I-month supply. 
Insomnia is characterized by complaints of difficulty in falling asleep, frequent nocturnal 

awakenings, and/or early morning awakenings, Both sleep laboratory and outpatient studies 
provide support for the effectiveness of Restoril" (temazepam) administered 30 minutes 
before bedtime in decreasing sleep latency and improving sleep maintenance in patients 
with chronic insomnia, In addition, sleep laboratory studies have confirmed similar effects in 
normal subjects with transient insomnia, 

CONTRAINDICATIONS 
Benzodiazepines may cause fetal damage when administered during pregnancy. An 

increased risk of congenital malformations associated with the use of diazepam and chlor
diazepoxide during the first trimester of pregnancy has been suggested in several studies, 
Transplacental distribution has resulted in neonatal CNS depression following the ingestion 
of therapeutic doses of a benzodiazepine hypnotic during the last weeks of pregnancy. 

Reproduction studies in animals with temazepam were performed in rats and rabbits, In a 
perinatal-postnatal study in rats, oral doses of 60 mg/kg/day resulted in increasing nursling 
mortality, Teratology studies in rats demonstrated increased fetal resorptions at doses of 
30 and 120 mg/kg in one study and increased occurrence of rudimentary ribs, which are 
considered skeletal variants, in a second study at doses of 240 mg/kg or higher. In rabpits, 
occasional abnormalities such as exencephaly and fusion or asymmetry of ribs were 
reported without dose relationship, Although these abnormalities were not found in the 
concurrent control group, they have been reported to occur randomly in historical controls, 
At doses of 40 mg/kg or higher, there was an increased incidence of the 13th rib variant 
when compared to the incidence in concurrent and historical controls, 

Restoril" (temazepam) is contraindicated in pregnant women, If there is a likelihood of the 
patient becoming pregnant while receiving temazepam, she should be warned of the po
tential risk to the fetus, Patients should be instructed to discontinue the drug prior to be
coming pregnant The possibility that a woman of childbearing potential may be pregnant at 
the time of institution of therapy should be considered, 

WARNINGS 
Sleep disturbance may be the presenting manifestation of an underlying physical and/or 

psychiatric disorder. Consequently, a decision to initiate symptomatic treatment of insomnia 
should only be made after the patient has been carefully evaluated, 

The failure of insomnia to remit after 7-10 days of treatment may indicate the presence of 
a primary psychiatric and/or medical illness, 

Worsening of insomnia may be the consequence of an unrecognized psychiatric or 
physical disorder as may the emergence of new abnormalities of thinking or behavior. Such 
abnormalities have also been reported to occur in association with the use of drugs with 
central nervous system depressant activity, including those of the benzodiazepine class, 
Some of these changes may be characterized by decreased inhibition, e,g" aggressiveness 
and extroversion that seem out of character, similar to that seen with alcohol. Other kinds of 
behavioral changes can also occur, for example, bizarre behavior, agitation, hallUCinations, 
depersonalization, and, In primarily depressed patients, the worsening of depreSSion, 
including suicidal thinking, In controlled clinical trials involving 1 076 patients on Restoril" 
(temazepam) and 783 patients on placebo, reports of hallucinations, agitation, and over
stimulation occurred at rates less than 1 in 100 patients, Hallucinations were reported 
in 2 Restoril" (temazepam) patients and 1 placebo patient; agitation was reported in 
1 Restoril" (temazepam) patient; 2 Restoril" (temazepam) patients reported overstimulation, 
There were no reports of worsening of depression or suicidal ideation, aggressiveness, 
extroverSion, bizarre behavior or depersonalization in these controlled clinical trials, 

It can rarely be determined with certainty whether a particular instance of the abnormal 
behaviors listed above is drug induced, spontaneous in origin, or a result of an underlying 
psychiatriC or physical disorder. Nonetheless, the emergence of any new behavioral sign or 
symptom of concern requires careful and immediate evaluation, 

Because some of the worrisome adverse effects of benzodiazepines, including Restoril" 
(temazepam), appear to be dose related (see PRECAUTIONS), it is important to use the 
lowest possible effective dose, Elderly patients are especially at risk, 

Patients receiving Restoril" (temazepam) should be cautioned about possible combined 
effects with alcohol and other CNSdepressants, 

Withdrawal symptoms (of the barbiturate type) have occurred after the abrupt discon
tinuation of benzodiazepines, 

DRUG ABUSE AND DEPENDENCE 
Controlled Substllnce 

Restoril" (temazepam) is a controlled substance in Schedule IV 
Abu .. end Dependence 

Withdrawal symptoms, similar in character to those noted with barbiturates and alcohol 
(convulsions, tremor, abdominal, and muscle cramps, vomiting, and sweating), have 
occurred following abrupt discontinuance of benzodiazepines, The more severe withdrawal 
symptoms have usually been limited to those patients who received excessive doses over 
an extended period of time, Generally milder withdrawal symptoms (e,g" dysphoria and 
insomnia) have been reported following abrupt discontinuance of benzodiazepines taken 
continuously at therapeutic levels for several months, Consequently, after extended therapy 
at doses higher than 15 mg, abrupt discontinuation should generally be avoided and a 
gradual dosage tapering schedule followed, As with any hypnotic, caution must be exercised 
in administering Restoril" (temazepam) to individuals known to be addiction-prone or to 
those whose history suggests they may increase the dosage on their own initiative, It is 
desirable to limit repeated prescriptions without adequate medical supervision, 

PRECAUTIONS 
General 

Since the risk of the development of oversedation, dizziness, confUSion, and/or ataxia 
increases substantially with larger doses of benzodiazepines in elderly and debilitated 
patients, 7,5 mg of Restoril" (temazepam) is recommended as the initial dosage for such 
patients, 

Restoril" (temazepam) should be administered with caution in severely depressed pa
tients or those in whom there is any evidence of latent depression; it should be recognized 
that suicidal tendencies may be present and protective measures may be necessary. 

The usual precautions should be observed in patients with impaired renal or hepatic 
function and in patients with chronic pulmonary insufficiency. 

If Restoril" (temazepam) is to be combined with other drugs having known hypnotiC 
properties or CNS-depressant effects, consideration should be given to potential additive 
effects, 

The possibility of a synergistic effect exists with the co-administration of Restoril" 
(temazepam) and diphenhydramine, One case of stillbirth at term has been reported 8 hours 
after a pregnant patient received Restoril" (temazepam) and diphenhydramine, A cause and 
effect relationship has not yet been determined, (See CONTRAINDICATIONS) 
Information for Patlenta 

Please consult package insert for full prescribing information, 
Laboratory T •• ts 

The usual precautions should be observed in patients with impaired renal or hepatic 
function and in patients with chronic pulmonary insufficiency. Abnormal liver function tests as 
well as blood dyscrasias have been reported with benzodiazepines, 
Drug Intllrectlon. 

The pharmacokinetic profile of temazepam does not appear to be altered by orally admin
istered cimetidine dosed according to labeling, 
Carclnogene.la. Mutegeneal •• ImpaIrment of Fertility 

Carcinogenicity studies were conducted in rats at dietary temazepam doses up to 
160 mg/kg/day for 24 months and in mice at dietary dose of 160 mg/kg/day for 18 months, 
No evidence of carcinogenicity was observed although hyperplastiC liver nodules were ob
served in female mice exposed to the highest dose, The clinical Significance of this finding is 
not known, 

Fertility in male and female rats was not adversely affected by Restoril" (temazepam), 
No mutagenicity tests have been done with temazepam, 

Pregnancy 
Pregnancy Category X (see CONTRA INDICATIONS), 

Nuralng Mothera 
It is not known whether this drug is excreted in human milk, Because many drugs are 

excreted in human milk, caution should be exercised when Restoril" (temazepam) is ad
ministered to a nursing woman, 
PedlatrtcU .. 

Safety and effectiveness in children below the age of 18 years have not been established, 

ADVERSE REACTIONS 
During controlled clinical studies in which 1076 patients received Restoril" (temazepam) 

at bedtime, the drug was well tolerated, Side effects were usually mild and transient Adverse 
reactions occurring in 1 % or more of patients are presented in the following table: 

Drowsiness 
Headache 
Fatigue 
Nervousness 
Lethargy 
Dizziness 
Nausea 
Hangover 
Anxiety 
Depression 
Dry Mouth 
Diarrhea 
Abdominal Discomfort 
Euphoria 
Weakness 
Confusion 
Blurred Vision 
Nightmares 
Vertigo 

Reatorll" 
(tllmazepem) 
% Incidence 

(n=1078) 

9.1 
8,5 
4,8 
4,6 
4.5 
4,5 
3,1 
2,5 
2,0 
1.7 
1.7 
1,7 
1,5 
1.5 
1.4 
1.3 
1.3 
1.2 
1.2 

Placebo 
% Incidence 

(n=783) 

5,6 
9,1 
4,7 
8,2 
3.4 
3,3 
3,8 
1.1 
1,5 
1,8 
2,2 
1.1 
1.9 
0.4 
0,9 
0,5 
1.3 
1.7 
0,8 

The following adverse events have been reported less frequently (0,5-0,9%): 
Central Nervous System - anorexia, ataxia, equilibrium loss, tremor, increased dreaming 
Cardiovascular - dyspnea, palpitations 
Gastrointestinal - vomiting 
Musculoskeletal - backache 
Special Senses - hyperhidrosis, burning eyes 
Amnesia, hallucinations, horizontal nystagmus, and paradoxical reactions including rest

lessness, overstimulation and agitation were rare (less than 0,5%), 
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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 tmplications 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: 

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

Medical Practice. Scholarly articles 
that relate directly to clinical tOl?ics 
useful in everyday family practlce, 
whether dealing with diagt!ostic or 
therapeutic roles of the family physi
cian or repc;>rting studies of what 
family phYSIcians do in practice. 

Clinical Review. In-depth reviews 
of :>{>ecific clinical problems, disease 
entines, or treatment modalities; com
prehensive and critical analysis of the 
literature is required (usual maximum 
length 5000 words). 

Clinical Gu,Ulelines and Primary 
Care. Summaries of major clinical 
guidelines proposed by various spe
cialty, governmental, or health care 
organizations, with critical commen
tary from a primary care perspective. 

Family Practice and the Health 
Care S:lste'm. Articles reporting stud
ies anil scholarly commentary on 
changing trends and patterns of care 
in faiillly practice, pnmary care, and 
the health care system. 

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

Brief Reports. Short reports of pi
lot studies or case reports with a teach
ing point of clinical relevance (usual 
length 1000-1500 words). 

Family Practice - World Perspec
tive. Papers reporting developments 
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related to the practice or education of 
family physicians in various countries 
arouncfthe world (usual length 1200-
1800 words). 

Reflections in Family Practice. Pa
p,ers in narrative or essay format that 
illuminate qualitative aspects of family 
practice, including sudi areas as ethi
cal issues, the physician-patient rela
tionship, or the diverse roles of the 
family physician. 

Editorial. Focused opinion or com- . 
mentary that bears on an issue rele
vant to the field. Mayor may not ac
company an orisi!tal 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. 

Book Reviews. Books for review and 
book reviews should be sent to Dr. 
John P. Geyman, Editor, the .70urnal of 
the American Board of Fami/i Practice, 
Deeartment of Family Medicine 
(HQ-30), School of Medicine, Uni
versity of Washington, Seattle, WA 
98195. 

The following guidelines 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 
EnglandJournal of Medicine. 

MANUS<lUPI'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 typewriter 
paper and double-spaced throughout, 
with margins of at least 2.5 em, is ac-

ceptable. Address all submissions to 
John P. Geyman, M.D., Editor, the 
Journal of the American Board of Family 
Practice, Department of Family Medi
cine (HQ-30), School of Medicine, 
University of Washing!:on, Seattle, 
WA 98195. A covering letter should 
identify the person (with the address 
and telephone number) responsible for 
negotiations concerning the manu
script; 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 acknowledgment." 

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. In most in
stances authorship should be limited to 
8 authors or fewer, all meeting the 
above criteria for authorship. Excep
tions to these guidelines, especially 
those involving multisite collaborative 
research projects, should be discussed 
on a case-by-case basis with the Editor. 

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 other kinds of asso
ciations that miEht involve conflict of 
interest should be 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. 

MANUSCRIPrS 
TIlles lIuA",bors' Names 

With the manuscript, provide a page 
giving the title 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 title 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 pur
poses of classification by subject. Use 
terms from the Medical Subject Head
ings from Index MeJicuswhen possible. 

AbsIrtlds 
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 appropriate 
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. 

Ab/JretJlllltons 
Except for units of measurement, 

abbreviations are discouraged. Con
sult the Council of Biology Editors Style 
Manual (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. 

Drug NIIIIIBS 
Generic names should, in general, 

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

hlclllSlfJB lA"gIIIIge 
Sex bias should be avoided and gen

der-inclusive language used whenever 
possible. 

llB/~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 
theIndexMedicus. List all authors when 
there are 6 or fewer; when there are 7 
or more, list the first 6, then "et a1." 
Sample references are as follows: 

Standard}oumal Ardcle 
(List all authors, but if the number 

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

Morrow JD, Margolies GR, Row
land J, Roberts LJ 2nd. Evidence that 

histamine is the causative toxin of 
scombroid-fish poisoning. N Engl J 
Med 1991; 324:716-20. 

Orpnizatlon as Author 
Clinical Experience Network 

(CEN). A large-scale, office-based 
study evaluates the use of a new class of 
nonsedating antihistamines. A report 
from CEN. J Am Board Fam Pract 
1990; 3:241-58. 

Book 
Rakel RE. Textbook of family prac

tice. 4th ed. Philadelphia: WB Saunders, 
1990. 

Cbap1er in Book 
Haynes RCJr. Agents affecting cal

cification: calcium, parathyroid hor
mone, calcitonin, vitamin D, and other 
compounds. In: GilmanAG, Rall TW; 
Nies AS, Taylor P, editors. Goodman 
and Gilmans the pharmacological 
basis of therapeutics. 8th ed. New 
York: Pergamon Press, 1990. 

Government Agency 
SchwartzJL. Review and evaluation 

of smoking cessation methods: the 
United States and Canada, 1978-1985. 
Bethesda, MD: Department of Health 
and Human Services, 1987. (Nlli pub
lication no. 87-2940.) 

Personal Communicsdoos 
Numbered references to personal 

communications, unpublished data, 
and manuscripts either "in prepara
tion" or "submitted for publication" 
are unacceptable (see "Permissions"). 
If essential, such material may be in
corporated in the appropriate place in 
the text. 

TIIbles 
Type tables in double spacing on 

separate sheets, and provide a title for 
each. For !oo~otes, use the !ollowin$ 
~bols, m this sequence: , t, :j:, §, 
I~ " **, tt, etc. Excessive tabular data 
are discouraged If an article is ac
cepted, the Jrmrnal will arrange to de
posit extensive tables of important data 
with the National Auxiliary Publica
tions Service (NAPS); we will pay for 
the deposit and add an appropriate 
footnote to the text. Thisservtce makes 
microfiche or photocopies of tables 
available at moderate charges to those 
who request them. 

IllflSlrtltiotls 
Figures should be professionally de

signed. Glossy, black-and-white pho
tographs are requested. Symbols, let
tering, and numbering should be clear, 
and these elements should be large 
enough to remain legible after the fig-

ure has been reduced to fit the width of 
a single column. 
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