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PNEUMOVAX?®

(Pncumocaceal Vaccine, Polyvalent; MS D)

INDICATIONS: PNEUMOVAX 15 indivated for immun-
Zauon against lobar preumonia and bagterenua, caused
by those Types of pneumococci included in the vaceine, in
all persons two years of age o older 1n whom there 1x an
mneteused risk of morbidily and mortalny from pneumo-
coceal pneumonia, Thesé include: (1) persons having
chronie physical conditions such us chrome heart diseuse of
any euolozy, chroaie bronchopulmonary diseases. chromic
resal falure, and diabetes mellitus or olher chronic meta-
Solie disorders: (2) persons in chronic care facihues: (3)
persons convalescing from severe disense: (4) persons 50
years of age or ohder.

When PNEUMOVAX and FLUAX (Iniluenzi Virus
Vaccine, MSD) were given simultaneously 1n separate
extremutie, antihody résponse and adversé effects were
comparable 1w those which followed admintstrason of the
vaccney at datferent times. Before administering, sce fuil
Qresmbmg utformauon jor FLUAX,

NOTE: Révaceinaton with PNEUMOVAX should not be
carried out gt intervals of less than three years
CONTRAINDICATIONS: Hypersenstuvity to anv com-
anentof the vaccine. Epinephrine imjecuon  1: 1000y must
immediately available should an acute anaphylactoid
feaction oceur dug 10 anv component of the vaceine.

Do not gve PNEUMOVAX 1o pregnant females: the
possible etfects of the vaccing on fetal development are
unknown,

Children less than two vears of age do not respond
sausfactonily w the capsular types of PNEUMOVAX that
are most often the cause of pneumovoccal Jisease n this
age group. Accordingly. PNELMOVAX s not recom.
mended in this age groop

PNEUMOVAX 5 not recommended for patents who
have receved extensive chemotherapy and/or nodal irra-
diation for Hadexins disease,

WARNINGS: PNEUMOVAX will aor immuemze uguinst
cupstlur tvpes of preurmococcus ocher than thme contained
in the vaccine (See teble befow),

3 Preamowieal Capsuiar Types Included in PREUMOVAX
Samencigene
us L2l
Dunsh + 1 3

Pasumonoucal Tepes
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If the vavcine & used 10 Perians receiving immuaosap-
pressive therapy, the cx‘m:(ed serum anuBody response
mav not be ontuned Intradermal admmistauon may
cduse severe local reactians,

In pauents who require penicillin (or other anuboc)

l:rophvl:xxs aganst pneumovoecal ifecuon. such propny-
11l should ot be disconunued aiter immuazation with
ENEUMOVAX,
PRECAUTIONS: Any febrife respiratory iilness or other ac-
uve IEEtion 15 reason for delaying use of PNEUMOVAX,
excepl when. in the opinton of the physician. withhukding
the ayent entads even greatet ek,

Ciuuon and sopropriate care should be exercsed
adminisiering PNEUMOVAX 1o individuals with severely
compromsed cardiag snd/or pulmonarcy fuaction 1
whom a systemic reacuon would pose a significant risk and
als0 10 pauenis who have had episoddes Of pneumuvocal
pneumaniy or other pnzumococcal infecuon i the nre-
ceding three vears and mav have high levels of presvisting
poeumococcil anubodies’ which mav result in incréeased
reacuons, mosdy loeal but occasionally systermic, Availabie
Jaw suggest that revacainaton before’ three years muy
result in tmore frequent and severe local reactions at ing sie
of mpecton. especially i persons who have retzined fugh
anubody fevels,

Children under twe years of age may not obtun g
MUNICOry dnubody résponse 10 some pneumoceecal
capaular iy pes Therefore. the vacetne should not be used i
this age group PNEUMOVAX mav not be effecuve in
Frcvmung intection resultng from busilar skull fracture or

Tom externai comimun cion with cerebrospinal tiusd
ADVERSE REACTIONS: Locul erythenis and soreness
at the njecuion site. usuaily of tess thin 48 hours' duriuon,
oceurs commonty: local induration occurs tess commwnty.
In a studv of PNEUMOVAX (conuunmg 14 capsuldr
types) in 26 adults, 244927%) showed local relcuon cnurac-
terized principally by local soreness and/or induraton at
the iyection site within 2 days atter vacainanon, Low-grade
fever {less thun 100.9° 1) oceurs vecamonaliv and is usu.ily
wonfined 0 the 2d-hour period Tollowiny vacsinanon,
Althoueh rare, fever over 102°F hay been rénnried.

Rfu(.'-llﬁlh of greater severity, duration, or extent B

unusual Ruarely, dnaphylactond reactions have been
reported.
NOTE: Admunuster subcutaneousty or intramuseularly,
DO NOT GIVE INTRAIVENOLSLY DO NOT GIVE
INTRADERVIALLY

STORAGE AND USE: Stwore single-dose prefilled
sviinges and unopened aad opened vials at 2-5°C (35.6-
40 4°F). The vacone v used directds a8 supplied o
dilution or reconsticuuon s necesatry Phenei 0 237 addedd
I preservative, X

e 3 szparie heatsterthved syringe and needle for
cavh mdivigual patient w prevent teanaiviaaion of hepaus

B 4nd other infecunus gzents from vae person W another.
All vaccine auat e disciurded siter the expirauon dute,
Sinie-Deve Prefiliod Syringe

hiyect contents of syringe © ettect 4 single done,
Single-Do wod 5-Mheg Vials

Tor Svringe Use: Withdeuw 0 5 mi from vial using

astenle needls and syringe free of preservatives.

anteepiiz, and deteryents,

HOW SUPPLIED: PNEUMOVAX 15 supplied 10 S-dose
wtdy 0f e vacuine, Jor use with syringe oely. 10 a box ot
3 wrdvidual cartons, ¢ach containing a singlesdose vial of
vacoms: and in 3 single-dose pretillad syrasges

W SD J9PX15 (DCT014804)
For moce detaded informanen consult sour

v 1} < i ¥ 0l WM iy
g‘gﬁgﬁi MSD represcatating or ~ee lutl presring
. wloreidwm Mereh Sharp & Dhdime, (i o
CORLE A SRS e Dyd

Lefters to
the Editor

Rearders are wwited to submut letters for publica-
tion in this depariment. Sunrmit to Doris Flaurnoy,
Executive fdifor. Journal of QOccunational
Medicine. 130 N Wacker Drve, Chicago. 1L
60606 Letters should be typewritien, double
spaced and should be designated “For Publica-
tion.”

Dose-Response and Immortality in
SMR Studies

To the Editor: Because dose-
response is an important criterion in
the determination of causality, in-
dustrial epidemiologists often ex-
amine their standardized mortality
ratio (SMR) results by level of ex-
posure. Classification of workers into
high and low categories based upon
their highest exposure job is a
method commonly used (see the
acrylonitrile study in the April 1980,
JOM for a recent example). Unior-
tunately, investigators using this
“highest exposure job” method often
make the mistake of allocating all of
the person-years at risk for eac
worker to just one exposuré category,
a’ procédure that can negate or
reverse what might actually be a
positive dose-response gradient, The
problem has received little attention
to date, and consequently misalloca-
tion of person-years is rather com-
mon. For instance, three of nine SMR
studies of vinyl chloride-exposed
workers have made this error.' 23

An example wiil help to illustrate
the problem. Suppose there is a
plant at which all workers start at
the same time in low-exposure jobs,
and 20 vyears later the process
changes such that ali jobs for those
still working are considered high ex-
posure {no workers enter or leave
the work force, except for deaths).
When the workers are subsequently
classified into low and high catego-
ries on the basis of highest exposure
job ever held, one finds in the low-
exposure category that the number
of observed deaths is much greater
than the expected number, in fact
all of the workers in the low ex-
posure category are dead. How-
ever, in the high-exposure category
the mortality is much less than ex-

R&S 020190

pected, in fact nobody in the high.
exposure category dies in the first
20 years after initial employment.
One would conclude from such an
analysis that low exposures are
quite dangerous but that high ex-
posures are somehow protective,
This fictitious example is ex.
treme, but it serves to show that
workers who mave from low- to -
high-exposure jobs will bias results
if they (and all their person-years)
are classified by highest exposure
job. The problem is that, for such
workers, low-exposure person-years
are included in the high-exposure
category. These low-exposure per-

son-years are immortal in the high &

category because if workers die
while in low-exposure jobs, their- ¥
deaths are put into the low catego- - §
ry. The high category, therefore, ¥
contains too many person-years at -
risk and overestimates the expected
number of deaths. The opposite oc-
curs in the low category. The result
for the high category is conser
vative mortality ratios and the
result tor the low category is in- "t
flated mortality ratios. -

Physicians

Openings are available
throughout the U.S. for
physiclans seeking choice
positions with industry for
occupational medicineg,
pharmaceutical firms, and
hospitals, and in solo and
group practice. Apsolute
confidentiality 1s assurec.
Call or mail your C.V. to:

Duse Van den Bosch

DAVIS-CMEGA |

New York, N.Y. 10036
212-840-0899
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LEﬁe I'S conttnued

A solution is to allocate person-
years to the low-exposure category
until workers switch to high-exposure
jobs. Only when they make the job
change should their person-years be
allocated to the high-exposure cate-
gory. This principle has previously
been termed “concurrent classifica-
tion” by Waxweiler* Workers who
start in high-exposure jobs “and-
change to Iow-éiposu?éhmhmf
with the highest exposure job
method, all of their person-years are_

considered high _ exposure. (The .
method assumes that the highest ex-

posure determines excess disease
risk.) ——

The correct data processing re-
quires selection of certain workers
and control over the beginning and
ending of person-years calculations
for each worker. For the “low” com-
puter run, workers who began work in
a low-exposure job are selected.
Those selected who changed to a
high-exposure job have their person-
years stop accumulating on the date
of the job change, and the remainder
(those who stayed in low-exposure
jobs) are processed as usual. For the
“high” computer run, all workers who
were ever in a high-exposure job are
selected. Those selected whose first
job was a low-exposure job have
their person-years start on the date of
the switch to the first high-exposure
job, and again the remainder (those
who started in high-exposure jobs)
are processed as usual, If three or
more categories are desired, e.g., low,
medium, and high, the analysis is
more complex but is still feasible.

A final comment is that the highest
exposure job method does not take
into account the length of time ex-
posed. To account for time, an alter-
nate method of assessing dose-
response is to analyze by length of
exposure and to weight the time by a
dose factor relating to the actual ex
posure level of the job (the resultant
variable can be called “cumulative
exposure”), But regardless of whether
the “highest exposure job” or
“cumulative exposure” method s
used, care needs to be taken to
allocate a worker’s person-years at
risk to appropriate exposure catego-

576

Q18191018

R&S 020191

ries, and not to lump all of a worker’s
person-years into one category.
James } Beaumont, Ph.D.
Epidemiologist, Biometry Section
NIOSH
Division of Surveillance, Hazard
Evaluations and Field Studies
Cincinnati, OH 45226

References

1 Fox Af, and Collier PF: Mortality ex-
perience of workers exposed to vinyl chlonde
monomer in the manufacture of polyvinyl
chlonde in Great Brtain, 87 | Ind Med
34:1-10, 1977.

2. Equitable Environmental Health, Inc.:
Epidemiologic study of vinyl chloride
warkers. Final report submitted to Manufac-
turing Chemists Association, 1978.

3. Ott MG, Langner RR, and Holder BB:
Vinyl chloride exposure in a controlled in-
dustnal environment. Arch Environ Health
30.333-339, 1975.

4. Waxweiler R|: Methodologic considera-
tions in occupational cohort mortality
studies. Presented at the Annual Meeting of
the Saciety for Epidemiologic Research,
1979.

Bladder Cancer and Dairy Farming

To the Editor: A recent occupa-
tional survey from Roswell Park
Memorial Institute' reported an
association between bladder cancer
and dairy farming. Although this
association was not evident in other
mortality surveys of farmers?® the
wide range of potentially hazardous
exposures (i.e., pesticides, fuels and
oils, solvents, paints, and fertilizers)
used in farming plus the large
population-at-risk underscores the
need to further evaluate this new
lead. Concern about pesticide ex
posure was also raised by the recent
report of an excess risk of bladder
cancer among pesticide applicators.*
Through a quick and inexpensive
case-control study, we examined the
occupational statements on a largé
number of death certificates from
Wisconsin, a state with a large daify
industry.

Between 1968 and 1976 there were
1,386 deaths from bladder cancer
among white males 30 years or olde’-
For each death certificate gviné
bladder cancer as the underlying
cause, a control certificate, matche
on race, sex, age and year of death.
and county of residence was chosé”
from other causes of death. Occup?
tion, as recorded on the death cert”
ficate, was coded according to the
1960 Census’ Odds ratios (OR) 2
calculated by the McNemar test.' S8
nificance tests, and 95% confidencé
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