
Letters to
the Editor

Low Back Pain and Case 
Control Studies
To the Editor:

I write this letter in regard to the 
article by Becker and Karch (Beck
er LA, Karch FE: Low back pain in 
family practice: A case control 
study. ./ Fam Pract 9:579, 1979). I 
raise the following points in order 
that future investigators using such 
a methodology are aware of their 
importance.

The first point deals with a basic 
flaw in the investigators’ data col
lection on psychological problems. 
The null hypothesis tested in this 
study is that there is no association 
between low back pain and the prev
alence of selected psychological 
problems. Had the null hypothesis 
been rejected in this study, it can 
be assumed that the authors would 
have proposed a potential causal 
relationship between psychological 
problems and low back pain. How
ever, the investigators fail to in
form the readers of the time se
quence between the onset of back 
pain and the onset of psychological 
problems. This information is cru
cial if we are to distinguish between 
mere “association” and “causa
tion.” I refer readers who are in
terested in further details concern
ing “causation” and “association” 
to the classic work by MacMahon 
and Pugh.1

A second and paramount point

for discussion is the inferences 
drawn by the investigators. The 
authors correctly point out that a 
causal relationship may exist, even 
though they did not detect an asso
ciation. They point to underdiag
nosis and the age groups which 
they studied as potential sources of 
error. An additional point which 
the authors of this and other studies 
should consider is the concept of 
“ power.” Power, which is a statis
tical concept, deals with the prob
ability of rejecting the null hypoth
esis when it is false; and should not 
be confused with the “P-value” 
usually shown in published tables. 
The latter concept defines the 
probability of rejecting the null hy
pothesis when it is true.

The importance of the power of 
a study enters when one is consid
ering whether “ statistical signifi
cance” was not reached because of 
a small sample size. Unfortunately, 
this consideration usually takes 
place following the completion of 
the study, when nothing can be 
done about it. In the present study 
(Table 4), there was a tendency for 
an increase in the presentation of 
psychological symptoms in the 
LBP cases (relative risk estimate = 
1.6). However, statistical signifi
cance was not reached. This may, in 
part, be attributed to the fact that it
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d o s e s , b u t u s e  c a u t io n  in a d m in is te r in g  Librium' 
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re p o r te d  v e ry  ra re ly  in  p a tie n ts  rece iv ing  the drug 
a n d  o ra l a n t ic o a g u la n ts ;  c a u s a l relationship not 
e s ta b lis h e d .
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u s e d  a lo n e , d ro w s in e s s , a ta x ia , confusion may 
o c c u r ,  e s p e c ia l ly  in  e ld e r ly  a n d  debilitated: avoid
a b le  in m o s t c a s e s  b y  p ro p e r  d o sa g e  adjustment, 
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a fte r  tre a tm e n t; b lo o d  d y s c ra s ia s  (including 
a g ra n u lo c y to s is ) ,  ja u n d ic e ,  h e p a t ic  dysfunction 
re p o r te d  o c c a s io n a lly  w ith  ch lo rd iazepox ide  HCI. 
m a k in g  p e r io d ic  b lo o d  c o u n ts  a n d  liver function 
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would have required approximately 
600 cases and 600 controls to be 90 
percent sure of rejecting the null 
hypothesis under similar circum
stances (power = 0.90). Therefore, 
the authors should have included 
an inadequate sample size among 
their reasons for not detecting an 
association.

I refer future investigators to 
Schlesselman2 for tables on a priori 
determination of sample size.

Charles L. Shear, DrPH, 
Assistant Professor 

Department o f Family Practice 
University o f South Alabama 

Mobile, Alabama
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To the Editor:
I’m uncomfortable with the 

conclusion of Becker and Karch 
(Low back pain in family practice: 
A case study. J Fam Pract 9:579, 
1979) that young women with low 
back pain “are no more likely to 
have psychological problems than 
similar patients who do not have 
low back pain.”

First, low back pain is a symp
tom, not a diagnosis. Their patient 
population (retrospective review of 
ICHPPC 7289) appears to be het
erogeneous. It seems likely that 
they included some women with 
chronic back syndromes, some 
with acute self-limited myofascial 
strains, and a miscellaneous cate
gory such as those who were later 
found to have urinary tract infec
tion or the early stages of major or
ganic disease.

Secondly, the authors indicate 
that their study patients visited 
their center significantly more 
often than matched controls. This 
in itself is suggestive evidence of 
behavioral difficulty manifested by 
dependent behavior, whether or 
not diagnoses of anxiety and/or de
pression were recorded.

The overall concept of the study, 
using matched controls, is com
mendable. Perhaps the authors 
could re-evaluate their data exclud
ing patients with other than chronic 
backache, and include sick role be
havior among the behavioral prob
lems to be enumerated.

Robert D. Gillette, MD 
Director

Riverside Family Practice Center 
Toledo, Ohio

The preceding letters were referred 
to Drs. Becker and Karch who re
spond as follows:

We are pleased to note that Dr. 
Shear must first put words into our 
mouths before finding anything to 
criticize about our conclusions. In 
a chart review study such as the 
one we performed, it is often im
possible to obtain precise informa
tion about the onset of the symp
toms under study. We would there
fore most certainly have been in 
error if we had claimed to have 
clearly demonstrated that psycho
logical problems cause back pain. 
However, in the practice of medi
cine, the knowledge that strong 
association exists may be ex
tremely useful even before the 
precise causal relationships have 
been worked out. We felt that there 
would be important implications
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due  to  th e  de c re a se d  s a fe ty  m arg in  in youngeraae 
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advanced  h e p a tic  d is e a s e  or abnorm al liver func
tio n  te s ts , b e cause  o f p o s s ib le  hepatic coma. Di
p h e n o x y la te  HC l m ay p o te n tia te  the action of bar
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U sage in  p re g n a n c y :  W e igh  th e  potential benefits 
a g a in s t p o s s ib le  ris k s  b e fo re  using during preg
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no t exceed re co m m e n d e d  dosages. Administer with 
ca u tio n  to  p a tie n ts  re c e iv in g  ad d ic ting  drugs or 
know n to  be a d d ic t io n  p rone  o r having a history of 
drug  ab use . The s u b th e ra p e u tic  am ount of atropine 
is  a d d e d  to  d is c o u ra g e  d e lib e ra te  overdosage 
s t r ic t ly  o b se rve  c o n tra in d ic a tio n s , warnings and 
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c a te d  In  c h i ld r e n  le s s  th a n  2 y e a rs  o ld . Use only 
L o m o til l iq u id  fo r c h ild re n  2 to  12 years old. Forages 
2 to  5 years , 4 m l. (2 m g .) t . i . d . ; 5 to  8 years, 4 ml. 
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d a ily ; a d u lts , tw o  ta b le ts  (5 m g.) t .i.d . to two tablets 
(5 m g.) q . i.d . o r tw o  re g u la r teaspoon fu ls (10 ml., 
5 m g.) q . i.d . M a in te n a n ce  do sage  may be as low as 
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c o n tro lle d .
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for the investigation and treatment 
of patients with back pain if we 
had been able to demonstrate a 
strong association with psychologi
cal problems. We therefore limited 
our discussion to the question 
of whether or not an association 
existed without proposing any spe
cific causal model.

Having taken us to task for con
clusions we did not draw, Dr. 
Shear next criticizes us for not hav
ing done the impossible. He sug
gests that before starting the study 
we should have used the results of 
the study to calculate the optimal 
sample size. Unfortunately, the 
“ relative risk estimate” of 1.6 cal
culated by Dr. Shear from our data 
was not available at the time we 
were planning our study. We were 
therefore forced to make our deci
sion on the basis of the findings of 
other authors. From Gilchrist’s1 
data for female patients in his gen
eral practice, it is possible to calcu
late a “ relative risk estimate” of 
4.0 for back pain in patients with 
psychological problems. Barton2 
found that psychological problems 
occurred eight times more fre
quently in his patients with back 
pain than in his total patient popu
lation. According to Schlessel- 
man’s formulae, our sample size 
would allow a 90 percent probabil
ity of detecting a relative risk of 3.3 
or greater. Schlesselman points out 
that because of the greater effi
ciency of matched designs such as 
ours, use of his formulae tend to 
overestimate the necessary sample 
size in this type of study.3 We 
therefore cannot agree that our 
sample size was inadequate to 
support our conclusion that we 
were unable to demonstrate “ the 
strong association with psychologi
cal problems suggested in other

studies of low back pain in the fam
ily practice setting.

The comments of Dr. Gillette 
reinforce our belief that many as
pects of the problem of low back 
pain merit further study. Our 
patients were not as heterogeneous 
a group as one might expect. When 
we reviewed the diagnostic im
pression listed in the charts, 18 
patients had “back strain,” 16 had 
muscle pain or muscle spasm, and 
for 16 of the patients no etidlogic 
explanation was attempted. In only 
one patient was the final diagnosis 
unrelated to the musculoskeletal 
system (premenstrual syndrome). 
There were only 9 patients who had 
chronic backache. Thus, the great 
majority of our patients had back 
pain due to acute musculoskeletal 
syndromes. We chose not to limit 
our study to patients with chronic 
backache because it represents a 
much smaller proportion of the 
problem as seen from the primary 
care perspective than do the acute 
syndromes exhibited by the major
ity of patients in our sample.

The question of sick role behav
ior and its relationship to back pain 
is a fascinating one. It, unfortu
nately, could not be adequately in
vestigated by our design since en
tries in patients’ charts do not reli
ably contain this type of informa
tion. Some people tolerate far more 
discomfort than others before con
sulting a physician, and it is rea
sonable to expect that patients who 
consult with relatively commonly 
experienced symptoms such as back
ache may represent a group which 
is more liberal in its use of physi
cian services. It is not clear, how
ever, that this necessarily repre
sents excessive dependency or be
havioral problems. In fact, the
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SYNEMOL*
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In d ic a tio n s  I n f la m m a to r y  manifestations 
o f  c o r t ic o s te r o id - r e s p o n s iv e  dermatoses 
C o n tra in d ic a tio n s  T o p ic a l stero ids are 
c o n t r a in d ic a te d  in  th o s e  p a tie n ts  with 
a  h is to ry  o f  h y p e rs e n s it iv i ty  to  a n y  of the 
c o m p o n e n ts  o f  t h e  p r e p a ra t io n .  
P recau tio n s  If i r r i t a t io n  d e v e lo p s , 
d is c o n t in u e  th e  p r o d u c t  a n d  institute 
a p p r o p r ia t e  th e r a p y .
In th e  p r e s e n c e  o f  a n  in fe c t io n  institute 
th e  use  o f  a n  a p p r o p r ia t e  a n tifu n g a l or 
a n t ib a c te r ia l  a g e n t .  If a  fa v o ra b le  response 
d o e s  n o t  o c c u r  p r o m p t ly ,  d iscon tin ue  the 
c o r t ic o s te r o id  u n t i l  t h e  in fe c t io n  has been 
a d e q u a t e ly  c o n t r o l le d .
If e x te n s iv e  a r e a s  a r e  t r e a te d  o r  if occlusive 
t e c h n iq u e  is u s e d ,  th e r e  w ill b e  increased 
s y s te m ic  a b s o r p t io n  o f  th e  corticosteroid 
a n d  s u i t a b le  p r e c a u t io n s  sh o u ld  be  taken 
p a r t ic u la r ly  in  c h i ld r e n  a n d  infants.
T he  s a fe ty  o f  t o p ic a l  s te ro id s  in pregnant 
w o m e n  h a s  n o t  a b s o lu te ly  b e e n  established 
In la b o r a t o r y  a n im a ls ,  in c re a s e s  in incidences 
o f  f e t a l  a b n o r m a l i t ie s  h a v e  b e e n  associated 
w ith  e x p o s u re  o f  g e s t a t in g  fe m a le s  to 
t o p ic a l  c o r t ic o s te r o id s ,  in  s o m e  cases at 
ra th e r  lo w  d o s a g e  le v e ls . The re fo re , drugs of 
th is  c la s s  s h o u ld  n o t  b e  u s e d  extensively on 
p r e g n a n t  p a t ie n ts ,  in  la rg e  am ou n ts  or for 
p r o lo n g e d  p e r io d s  o f  t im e .
SYN EM O L®  ( f lu o c in o lo n e  a c e to n id e )  
c r e a m  is n o t  fo r  o p h t h a lm ic  use 
A dverse  R e a ctio n s  L o c a l a d v e rs e  reactions 
r e p o r te d  w ith  t o p i c a l  c o rt ic o s te ro id s : burn
in g ,  i tc h in g ,  ir r i t a t io n ,  d ry n e s s , folliculitis, 
h y p e r tr ic h o s is ,  a c n e f o r m  e ru p tio n s , 
h y p o p ig m e n ta t io n ,  p e r io r a l  de rm atitis , 
a l le r g ic  c o n t a c t  d e r m a t it is ,  m ace ra tion  of 
th e  sk in , s e c o n d a r y  in fe c t io n ,  skin atrophy, 
s t r ia e ,  m il ia r ia .
H ow  S u p p lie d
S Y N E M O L* ( f l u o c in o lo n e  a c e to n id e )  
C re a m  0 . 0 2 5 % - 1 5 ,  3 0  a n d  60  g . tubes.

Syntex Laboratories, Inc. 
Palo A lto , California 94304
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V aliu m  BJ (d ia z e p a m /R o c h e )
B e fo re  p re s c r ib in g , p le a s e  c o n s u lt c o m p le te  
p ro d u c t in fo rm a tio n , a  s u m m a ry  of w h ich  
fo llo w s :
In d ic a t io n s : Tension  a n d  a n x ie ty  states; so m a tic  
c o m p la in ts  w h ic h  a re  c o n c o m ita n ts  o f em o tiona l 
fa c to rs ; p s y c h o n e u ro t ic  s ta te s  m a n ife s te d  b y  te n 
s ion , anxie ty, a p p re h e n s io n , fa tig u e , d e p re s s iv e  
s y m p to m s  o r a g ita tio n ; s y m p to m a tic  re lie f of 
a c u te  a g ita t io n , trem or, d e lir iu m  tre m e n s  a n d  
h a llu c in o s is  d u e  to  a c u te  a lc o h o l w ith d ra w a l, ad - 
ju n c tiv e ly  in  ske le ta l m u s c le  sp a sm  d u e  to  re flex 
s p a s m  to  lo ca l p a th o lo g y ; s p a s tic ity  c a u s e d  b y  
u p p e r  m o to r n e u ro n  d is o rd e rs ; a the tos is ; s tiff-m a n  
sy n d ro m e ; c o n v u ls iv e  d is o rd e rs  (n o t fo r so le  
th e ra p y ).
T he  e ffe c tiv e n e s s  o f V a lium  (d ia z e p a m ) in  lo n g 
te rm  use , th a t is, m o re  th a n  4  m on ths , ha s  not 
b e e n  a s s e s s e d  b y  s y s te m a tic  c lin ic a l s tu d ie s . The 
p h y s ic ia n  sh o u ld  p e r io d ic a lly  re a ss e ss  th e  use fu l
ne ss  o f th e  d ru g  fo r th e  in d iv id u a l pa tien t 
C o n tra in d ic a te d : K n o w n  h y p e rse n s itiv ity  to  the  
d ru g . C h ild re n  u n d e r  6  m o n th s  o f a g e  A c u te  na r
ro w  a n g le  g la u c o m a ; m a y  b e  u se d  in pa tien ts  
w ith  o p e n  a n g le  g la u c o m a  w h o  are  re ce iv in g  
a p p ro p r ia te  the rapy .
W arn in g s : N o t o f va lu e  in  p s y c h o tic  pa tien ts . 
C a u tio n  a g a in s t h a z a rd o u s  o c c u p a tio n s  re q u ir in g  
c o m p le te  m e n ta l a le rtn e ss . W h e n  u se d  a d ju n c - 
tiv e ly  in c o n v u ls iv e  d is o rd e rs , p o s s ib ility  of in 
c re a s e  in  fre q u e n c y  a n d /o r  se v e r ity  of g ra n d  m al 
se iz u re s  m a y  re q u ire  in c re a s e d  d o s a g e  o f s ta n 
d a rd  a n tic o n v u ls a n t m e d ic a tio n ; a b ru p t w ith d ra w a  
m a y  b e  a s s o c ia te d  w ith  te m p o ra ry  in c re a s e  in 
fre q u e n c y  a n d /o r  s e v e r ity  o f se izu re s . A d v is e  
a g a in s t s im u lta n e o u s  in g e s t io n  o f a lco h o l an d  
o th e r C N S  d e p re s s a n ts  W ith d ra w a l s y m p to m s  
(s im ila r to  th o s e  w ith  b a rb itu ra te s  a n d  a lco ho l) 
h a ve  o c c u r re d  fo llo w in g  a b ru p t d is c o n tin u a n c e  
(c o n v u ls io n s , trem or, a b d o m in a l a n d  m u sc le  
c ra m p s , v o m it in g  a n d  sw e a tin g ). K e e p  a d d ic t io n - 
p ro n e  in d iv id u a ls  u n d e r ca re fu l s u rv e illa n c e  b e 
c a u s e  o f th e ir p re d is p o s it io n  to  h a b itu a tio n  a n d  
d e p e n d e n c e .

Usage in Pregnancy: U se  o f m in o r tra n q u iliz 
e rs  d u r in g  firs t tr im e s te r s h o u ld  a lm o s t a l
w a y s  b e  a v o id e d  b e c a u s e  of in c re a s e d  risk  
o f c o n g e n ita l m a lfo rm a tio n s  as  s u g g e s te d  in 
se v e ra l s tu d ie s . C o n s id e r p o s s ib ility  o f p re g 
n a n c y  w h en  in s titu tin g  th e ra p y ; a d v is e  p a 
tie n ts  to  d is c u s s  th e ra p y  if th e y  in te n d  to  o r 
d o  b e c o m e  p re g n a n t.

P re c a u tio n s : If c o m b in e d  w ith  o th e r p s y c h o 
tro p ic s  o r a n tic o n v u ls a n ts , c o n s id e r  ca re fu lly  
p h a rm a c o lo g y  of a g e n ts  e m p lo y e d ; d ru g s  su ch  
as  p h e n o th ia z in e s , n a rc o tic s , b a rb itu ra te s , M A O  
in h ib ito rs  a n d  o th e r a n tid e p re s s a n ts  m a y  p o te n 
tia te  its a c tio n . U su a l p re c a u tio n s  in d ic a te d  in p a 
t ie n ts  se ve re ly  d e p re s s e d , o r w ith  la ten t d e p re s 
s ion , o r w ith  s u ic id a l te n d e n c ie s . O b s e rv e  usua l 
p re c a u tio n s  in im p a ire d  rena l o r  h e p a tic  fun c tio n . 
L im it d o s a g e  to  sm a lle s t e ffe c tiv e  a m o u n t in 
e ld e r ly  a n d  d e b ilita te d  to  p re c lu d e  a ta x ia  o r 
o v e rs e d a tio n .
S id e  E ffec ts : D ro w s in e s s , c o n fu s io n , d ip lo p ia , 
h y p o te n s io n , c h a n g e s  in  lib id o , na usea , fa tig ue , 
d e p re s s io n , d y sa rth ria , ja u n d ic e , sk in  rash , a tax ia , 
c o n s tip a tio n , h e a d a c h e , in co n tin e n c e , c h a n g e s  in 
sa liva tio n , s lu rre d  s p e e c h , trem or, ve rt ig o , u r in a ry  
re te n tio n , b lu r re d  v is io n  P a ra d o x ica l re a c tio n s  
su c h  as  a c u te  h y p e re x c ite d  s ta tes , anxiety, ha l
lu c in a tio n s , in c re a s e d  m u s c le  sp a s tic ity , insom n ia , 
ra g e , s le e p  d is tu rb a n c e s , s tim u la tio n  ha ve  b e e n  
re p o rte d ; sh o u ld  th e se  o c cu r, d is c o n t in u e  d ru g  
Iso la te d  re p o rts  o f n e u tro p e n ia , ja u n d ic e ; p e r io d ic  
b lo o d  c o u n ts  a n d  liv e r fu n c tio n  tests  a d v is a b le  
d u r in g  lo n g -te rm  the rapy .
D o sa g e : In d iv id u a liz e  fo r m a x im u m  b e n e fic ia l e f
fe c t A d u lts  Tension, a n x ie ty  a n d  p s y c h o n e u ro tic  
s ta tes , 2  to 10 m g  b  i d, to  q .i.d .; a lco h o lism ,
10 m g  t.i.d . o r q .i.d . in firs t 24  ho u rs , th e n  5 m g 
t.i.d . o r q . i.d . as n e e d e d ; a d ju n c t iv e ly  in  ske le ta l 
m u s c le  sp a sm , 2  to  10 m g  t.i.d . o r q .i.d .; a d ju n c 
t iv e ly  in c o n v u ls iv e  d is o rd e rs , 2  to  10 m g  b  i d. to 
q .i.d . G e r ia tr ic  o r d e b ilita te d  p a tie n ts : 2  to  2 'h  
m g , 1 o r 2  tim e s  d a ily  in itia lly , in c re a s in g  as 
n e e d e d  a n d  to le ra te d  (S ee  P re ca u tio n s .) C h il
d re n :  1 to  2 '/2  m g  t.i.d . o r  q . i.d . in itia lly , in c re a s in g  
as  n e e d e d  a n d  to le ra te d  (n o t fo r use  u n d e r 
6  m o n th s ).
S u p p lie d : V alium  (d ia z e p a m ) Tab le ts , 2 m g  
5  m g  a n d  10 m g — b o tt le s  o f 100 a n d  500; 
T e l-E -D ose p a c k a g e s  o f 100, a v a ila b le  in trays  of 
4  re v e rs e -n u m b e re d  b o x e s  o f 25 , a n d  in b o xe s  
c o n ta in in g  10 s tr ip s  o f  10; P re s c r ip t io n  P aks o f 50  
a v a ila b le  s in g ly  a n d  in tra y s  o f 10.

ROCHE R o c h e  L a b o ra to r ie s
D iv is io n  o f H o ffm a n n -L a  R o c h e  Inc.
N utley, N e w  J e rs e y  07110
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different consulting rates may not 
represent a behavioral difference at 
all. It may be that patients who 
experience back pain represent a 
group which has more illness than 
patients who never get back pain. 
Further studies are obviously 
needed.

Lome A. Becker, MD
Department of Family Medicine 

and Community Health 
Fred E. Karch, MD 

Department of Pharmacology 
University o f Rochester 

Medical School 
Rochester, New York
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Medical Education and the 
National Health Service Corps
To the Editor:

As a recipient of a National 
Health Service Corps Scholarship 
for the last three years, it was with 
great interest that I read Roger 
Rosenblatt’s essay, “Family Medi
cine and the National Health Ser
vice Corps” in the September 1979 
issue (J Fam Pract 9:507, 1979).

I believe that payment for edu
cational expenses is not the sole in
centive for most of us who receive 
such scholarships. If that were so, 
we could have easily taken out 
loans. I sincerely believe that the

idealism and altruism that attract 
most individuals to the medical 
profession also play an integral 
role in enticing students to the 
NHSC program since it o ffe r s  the 
opportunity to satisfy the n eed  we 
all have to feel that we are makings 
significant contribution t o  society.

I agree wholeheartedly w ith  Dr. 
Rosenblatt when he writes, “ Fam
ily medicine has a stake in making
the program [NHSC] work__ By
working with these students.. ,we 
can equip them for their future 
roles and maintain their enthusiasm  
and interest.” Unfortunately, the 
present state of medical education, 
including family practice depart
ments, is guilty of just the opposite. 
Many physicians and m e d ic a l  stu
dents feel that NHSC scholarship  
recipients have “ sold out” and 
make no effort to hide their feel
ings. Furthermore, they b lu n t our 
enthusiasm by decrying practices 
in areas unequipped with elaborate 
equipment or facilities. They tell us 
that it is suicide, if not a downright 
impossibility, to be a solo prac
titioner. Yet many of those in the 
NHSC will practice in backward 
areas or by themselves. S u c h  atti
tudes, when expressed by teachers 
and role models, are not only dis
heartening but very destructive.

I cannot agree more strongly 
with Dr. Rosenblatt that medical 
educators have a critical role to 
play in shaping the NHSC pro
gram. Whether the NHSC becom es 
a significant force in meeting the 
health needs of underserved areas 
or just another example of federal 
ineptitude rests largely on the atti
tudes and concern of medical edu
cators.

Tony Miksand 
Third year medical studen1 

Southern Illinois Universit) 
School of Medicine 
Springfield, HUnod
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