EXCERPTS FROM
A PROFOSAL FOR & MESALTI! STUDY OF VINYL CHLOKRILL WORKERS
PRESENTED DY
17.8ERSIIAV-COOI'ER ASSOCIATES, INC.

March 6, 1973

TCA, Inc., believes that an essential step in 2ppraising the
health implications of working in vinyl chloride pioduction is to
know the cause-specifiic mortality patterrn. We therefcre proposce
to conduct an epidemioclogical study of mortality in vinyl chloride
workers. The study would start with existing records and would
follow workers to determine their current status. The objectives
would bhe: : ;

{1) to compare the mortality of individuals who have worked in
vinyl chloride plants with that of the general pepulation,
corrected for area, age and sex;

(2) to compare mortality patterns within the population of
vinyl chloride workers, based upon cstimated cccupational

exposure; _and i

(3) to compare mortality among vinyl chloride workers with the

mortality of other occupational groups which TCA, Tne. hz=
studied.

Study design

Although a more detailed study plan will be developed as ac-
tual plant populaztions and processes are defined, the following
outline covers tre essential elements.

In each plant, the stuvdy population will consist of all workers
who were cmpleyed for a lcast one year, beginning at the carliest
date for which records are available, and ending on Decemier 31, 1472,
it has been estimated that this group will consist of approximately
5,000 current emplovees. Our experience indicates that »etirementr.
teirminations and deaths before December 1972 will ircrease the total
study populat.on to ebout 7,500.

For each person, age, date of employment, nature and duration
of employment, and ethnic origin (if possible) will be determined.
For those who have died, copies of the death certificates will be
obtoinad, either from plant yrecords or from the public health autho-
rities. These will be cliassified by cause of death, using the same
rules as are used in national death statistics.

Those who left employment will be traced to establish thecir
present status, using post office notification, drivers license re-
cords, and other methods which in the past have cnabled us to trace
over .96 percent of our study population.
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In addition, as much information as possible on orcupational
exposure will be obktained from plant management. At a minircum, we
expect. to be able to classif{y job positions es involving cither
high, medium or low exposure to vinyl chleride. bBoth personal and
plant data will be Xept in the strictest confiidence, and no indivi-
dual worker or plant will be identified by name in any analysis or
tommunication about the data.

Data collection

A TCAh, Inc. team will photograph all rclevant personnel re-
cords at each plant. Involvement of plant personnel during the
course of the study will be sninimal, unless desired by local mana-
gement., The datz collection team will reguirxe a contact person at
each plant through whom arrangements can be made and iniormation
channeled to local monagement., The only physical eguipnent reguir-
ed at the plant is a worktable with a nearby clectrical ocutlet.

Our practice is to record data for active employeecs first and reoturn
the records to the files imrediately, and then to examine the rxecords
for retirces, terminations and deccased employees. )

zta analysis

Depencing on the actual population sizc arnd the duration of
foliow-up activities, it appesars probable that about 8C0 to 1,000
deaths will occur in the study group.

The basic moxtality analysis will begin with a calculation of
the nurber of person ycars of observation contributed bw the ctudy
group at cach year of age and at each point in time during the study
reriod, uvsing a conputer program preparced cpecifically for this pur-
pose. These data will be used together with the observed deoths at
cach age and each point in time to calculate mortality rates, which
will be comparcd with the mortality to be expected in the comparallc
U. S. population, as obtained from national statistics. ‘echnigues
of this kind are well developed and have been used for some Lime in
chronic disease studies. (See Califcrnia Tumnr Registry, Cancer
Reyisiration and Servival in Californiz,.California State Department
of Public Health, 1963.)

The above analysis will be repeated for specific causes of
death, paying particular attention to competing risks, or interac-
tion amonyg differxent causes of decath.

In addition, analysis of general and cause=-specific mortality
will be repeated for subgroups of the study population identified
as having high, medium and low cxposure. The resulting nortality
figures will be interpreted not only in light of their statistical
significance, but for their relevance to known and suspected mecha-
nisms of action of vinyl chloride, and for their imglications with
respect to future studies of special areas and groups.
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The validity of the conclusions reache? from a study of this
Kind depend crucially on the competence with which dota are collec~
ted and processed, and the appropriatencest ¢f the corparative morta-

lity apalysis. TCA, Inc. is uniguely gualifijied in both areas. 9he

procedures and anualysis proposed here have buen tested successfully
in other inducstricc ond as a resuli, TCh, Inc., has a data bank of
mortality profiles, which provide a realistic standard against which
to cempare vinyl crloridz wvorkers, and which furnish a second bench
2rk in addition to the general population stalistics. TCH, Inc's.
resources in occupational medicine and industrial hygiene further
guarantee thst the results ©f the rortality analysis will be evalua-
ted in relation to the current state of knowledge in tiese fields.

Timetable

Eyhikit I outlines the pasic timetuble of the major wctivitios
involved in the mortality study. The propused study will require
eight (8) months for completion. Once the plants are identiiied
and approval is receivecda, the records ceollection froam the plants will
require abpproximately two months., Processing of the Filis and classi-
ficaticon o1 the records will reguire an additional month. At the
same time, Tollow-up procedures will be initiated. The scarch pro-~

cess for the stotus of unknown woriers and the collection of deaih
certificates for thosc vho have died are tne key follow-up activitics
and are thic most time ceonsuming in the mortality study. These acti-
vities arc also the ones most beyond our inmediate control and it is
for this reason that the study can not he successfully conileted in

a shorter tine span. FEvery offort will bhe made to achieve a fellou-
up level of 95% or more and if this is accorjliiched cazliex than an-
ticipated, TCh, Inc. will strive to supply the Manufactuzing Chenists
Association with a written report in less than eight menthe. Pro-
gress reports will be made con a mutually agreeable schedule through
the course of the contract.
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PROPOCLD LUDGET

Staff Persomnel -~ MHealth Studies Unit .

Project Director, Statistician, Programmer,
Cccupational Physician - Toxicologist, Industrial
Hygicnist, Clcrical mssistants

Tctal Staff PorsoHnnel Cests . . £20,580

Direcl Costcs

Recorés Collection Film Prozessing $ 3,300

Death Ceritificate Fees 2,000

Data Processing 3,000
Printing, Forms and Supplies 50¢

Total Direct Costs $ 8,800

Total Personnel and Direct Costs £29,380
Ovexrhead, G and A, Profit $34,615
Total Contract Costs $G2,935

Estimated Travel Costs* $ 7,350
Total Contract Price $71,345
* Travel costs are based ¢n visits to 14 vinyl chioxride and 10

polyvinyl chloride plants. This cost estimate will ke ad-
justed once the actual plant populations are identified.

LBEZD HN



¥/ 4(13
Aldidose Lk wvder smy 'M-l'fdf”‘j
| It Topely & 5 fermcanaca fr Maleoni B amait U,
@&W7~ —é:«t\ifc-vawu&l\m;?. .
WS ainnd  LeTTin %ZMWWWW.{MW.“{;@
('f,gw,m,uﬁdww M (Iefc) - ﬂw“u.d'wyﬁ %
DL commnmind Aoglly St ity . Logeiad Ufsasminls aamc,
pidlen anlitn ol end. W ¥ e Paymed e
. . ~ 5 IF
‘tn—dnwu‘fn 017.' A’ % “’-e'% -  Orkandier. 5‘?#\-.
Felindefy toch sndivmdid i otk flanT s bod condid b baskyy,.
Cfnuﬂ‘,(.&" e i S, Padis. _
m¢ﬁ~1¢. ) wzfdm'/%
' g aold
elove
, daad . Coa sirndinerion
MFM‘M"JW ‘
('Lu-gn-;.a.‘-(o. W-fub»\ W . %M\ oo, Lo c¢1~7 S’.rrr-s.'z-s‘.d/u-;‘l-/d‘y,
d""- Iz ff e dle L 5::@ ;444;1&/1’7.-
Md\t‘mz Abcoda wW . ‘
Pell ,;,E ffcb‘-ﬁvu.rf %vm %"W?MM. @ji‘f’w‘ '
Mg_gtwﬂf‘- wﬂm-w\d¢‘u%'¢wﬂo, o
Y , _—fcdjflzﬂ"/ (ZW m’ﬂd-ry% 44,‘.“7/(«—/%
Mm-‘uxj‘d‘& . ,!2247 trforid ¥ feserntl aceode - 1l puedicd.
T e R Veweloms,

o it 1ha Bameritos g

88EZD 1N



