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" Hoffman-La Roche Inc
Nut[ey,;New;Qefsey~07110.l

Survey Date

.Augu;£f29,‘19783




'OFFICIAL TITLES OF PERSON

CONTACTED AT PLANT:




‘ceptives and by . .a joint: CDI :
contraceptive products ‘which. found
:occupatlonal exposure among it_,w ker

Occupationai exposure to estrogens may occu

of .commercial 'preparations marketed‘by-a .
manufacturers. Examples of suc reparatio s are ora
'tablets for estrogen replacement therapy, '
fcreams and |nJectabie solutnons or pellets

This survey of Hoffmann-La Roche, Inc.‘ln Nutiey
as one of a series of initial walk: through surveys: ,
»of firms manufacturing products contain C synthetic and/

Authortti i

Studies of this nature are authorized .

Act of 1970 Public Law 91~ =596, Decembe 29

‘been’ designated responsublilty for conducting

‘Industry, to evaluate findings, ‘and:. report on

states. that 'N1OSH shall conduct ‘and publish:

effects of chronic or low level exposure to

1and stresses on' the potentiai for |iiness,
‘capacity in the-aging adults.’ ‘Sectiof 20(b

authornzed to make inspectlons andiquestlon mpie , : )
in-Section 8 of this Act in order to:car y _he unct ons an
Yities under this Section. Section 20(

fenter into contracts, agreements,' ; ,

‘public agencies or private organazatlonsjfor purposes of con u
reiatlng to responsibilities under the Act.

L




vHoffmann-L ’Ro ,

gths des1gnated '5-2, 5- 4 and’ 10-
-esterified estrogen per tablet: equlvalent {
sulfate), and the: 5-4: ‘and.10-4- strengths
“esterified estrogen.- ‘The estenf ed estrogen’ used' is
sodium salts of sulfate esters of the ‘éstrogenic substa
estrone. Menrium production began at th"s Nutley,,
and. has . contmued to the present., :

DESCRIPTION OF WORKFORCE AND RECORD KEEPING SYSTEM

Workforce

The' total plant population in the productmn departmen s

1680 persons, of whom 1115 are male and 565 are female.: Over he’ cours
one Yyear, approximately 10-12 ‘different people are:involve
productlon, all of whom are male. - The followmg +jo f1
involved in the Menrium productlon dur1ng t {

ingredients are in use:!

operators, - section leader II

person operation).

operations (after coatmg) : 1nc1ude . , >
inspector, sectlon leader, producuon 11ne worker ‘and 2 decontamir
worker. :

Record Sys tem

alphabet1ca1 order, in pendaflex folders, stored .
folders contain the pre- employment phy51 al card»

status), medical

references, etc.

and social security number.
‘formalized work hlstory

JOb h1story,




Personnel

Records Roor

they = are kept ]
_pre- employmentpphy cal car -and_pp
' e terminated or deceas d be

'11nvolv1ng batch m1x1ng

finished  granulation. . 1nto

“submitted to ‘quality control prior to

The. -~ released coated tablet vare‘then bot'
‘batch of Menrium tablets requlres three to
to finish,

Granulation

MenrlumB . tablets ~contain two d1fferent granulatlons :whic

separately " The  two ‘granulations

compressing. The chlordiazepoxide | am).;
“outside of the 1solated manufacturing area’(. MA,

prepare the. estrogen granulatlon,‘m1x the two granulat1ons : 1

‘the final tablets.. This area 1s also used for: hand11 g n ter1a
vcarc1nogen1c.v ) :

air supply (100% makeup, 25 changes per our)' and: ‘which are
negat1ve pressure relative to the change room: d‘the_co ridor outs
Air supply is. tempered and supply and exhaust. are
filters.. Entry is through a double set of doors,

air: shower.. .

details of  ventilation™ ‘and controls 1n thls area are ‘give
(supplled by company personnel) ‘

All 1ngred1ents for the estrogen granula ion- ar

exhausted scales located in the I.M. A

loaded = into a mixer under local - exhaust

granulatlon is- then-dropped through a cloth leev o

dryer bowl is. then moved to the fluid bed dryer where the'granulatlon
dried. Dryer exhaust air also passes thro'gh HEPA filters befo:

outside the building.

After mixing, the combined granulatlon is dropped
mill into fiber drums lined w1th,p1ast1c bags ‘Local exhaus'




"process.. it
~ sample the'tab ets

The compressed*'tablets

room ‘outside the I.MiA.’

series of locally exhausted water1ng
mater1als ‘are’ added manually -and the tabl’
even .coating’ 1s achieved at each step

per barch to omplete.“

Packaglng

Menrium tablets are packaged in bottles 51zes of~.00 to 500 ‘tab
product is run on either of two bottling" 1ines located in one: .0
packaging areas. The coated tablets are manually ‘1oade
f1111ng machine hopper (locally exhausted), and are “‘coun

as - the bottles are. filled. The filled bottles ‘then ary

line where they are plugged w1th cotton inserts, d

The bottled tablets are then placed in a quarantine area

quallty control, and are then sent to a warehouse (dlstrl

Approxlmately 11 12 people are 1nvolved on e1ther the 'irs

when a batch is packaged. Since the tablets -are ‘full

point, no .speclal occupational health: precautlons are ta
practices or personal ‘protective. equlpment) Exposure to estrogen
po1nt should not occur barring: m1shand11ng ochrushlng ofcoated

DESCRIPTION OF MEDICAL SAFETY, AND INDUSTRIALdHYCIEN

Safety and Industr1a1 ﬂyg}ene Programs

Hoffmann-La Roche ‘has a formal- safety and 'ealth rogra head
Manager,” Safety and Industrial Hygiene; who is assis

Manager, Safety and Industrial Hyglene (primary responsibi 11t'
hygiene) and the Assistant Manager, ‘Safety.and. Indus_ ial Hygiene
respon51b111ty safety and fire protectlon) ’ here»ar a1 o
safety committees with 1nspect1on and oversight. respon,1b1;

~of -.all levels of management and ‘production personne.

conduct routine inspections in ‘various areas- ‘and recommend 1nprov m
‘corrections to management.. . The Safety and -Industria, ien
~also conducts routine safety aud1ts, and- also Tes C :

' conductlng sampllng and ana1y51s

and radlatlon




[before ‘entry io ‘

_estrogen containing’ prod ct

shoe covers ~.mad f. spunb nded~polyolef
-gloves (cloth or rubbeér:] atex),

275). A1l equ1pment or clothi
decontamlnated prior to- e-USe.
,coveralls and a1r hood re usually le,

complet1on “of work
‘are used to clean a11 equ1pment,'
operator(s)

‘Medlcal Programs

The company s medical department

Assistant Med1ca1 D1rector, 3 staff phy51c1ans, 10

technolog1sts, 1 x-ray technologist, a' paramed1e¢'

Pre-employment and annual medical examinations are done

‘and consist of history, physical, vision test, aud1ogra

12, CBC,.urinalyS|s, thyroid function test (Ty), and -~ EK

over 40 years .of age, sygmoudoscopy (opt1ona1), ,

done.; These records are kept for: th1rty years after; terminatio
chemists, product1on workers, maintenance workers, and research

and seven years for clerlcal workers.

For product1on of Menrlum, only two operators are 1nvf1ve' fo
four times ‘a year. - About one. month after ‘th
partlcular questions-are ‘asked of these workers wit regard to
symptoms - of hyperestrogenlsm .and phys1ca1 xam1nat1on
Instructions on.the hazard of handling estrogens ‘is g1ven b thi
superv1sor._ So far, no- cases have been detected‘ s

In March 1978, analyses

thirteen workers was done to establlsh a- base11ne.
using.  RIA kits. The results on ‘seven men Were"
more-or less within the range 11sted :in the kit ‘insert
values somewhat outside (both . below and above)
51gn1f1cance is not known at th1s t1me.f

”Evaluatlon of their med1ca1 hlstory to. rule out
d15qua11fy an employee from work1ng w1th ‘! rogen




No ~air samp11n ) !
current ,xposuresvof personnel to estrogen or
‘cur) 1 earl er jye TS

pressure changes in each ' r
have always been: used when employ

exposures.

INSPECTION OF PLANT

Work pract1ces, personal protectlve ;equ1pment,.
engineering controls (e.g. local exhaust, mater 1s . handlin
housekeeping in the areas currently used for manufdcture o
appear to be appropriate. Due to the low volume and 1nfr”qu
manufacturing (approximately 4 ‘times \

well as the relatively good env1ronmenta1 cond1t1ons und
manufactured _the hazards of exposure to- estrogen;appear t
low. - However, - there is a’ potent1a1 for some exposure at

the . granulat1on and compress1on process,

potent1a1 for

coating process.
- should "serve to. minimize these exposures;
(i.e. air or w1pe sampling) ~have been conduc
potent1a1 exposures at this plant.'

stages of Menr1um manufacturlng, part1cu1ar1 v
promulgatlon of an estrogen standard in theﬁ“uture

cONC;LusmNS-,"‘-'.

This plant has produced a natural, ester1f1ed estrogen containing:
product (Menrium) since 1966. Approx1mate1y“7;10 m
area of potentially hlgh exposure.u In 11ght f theA
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-.cmms Aaovsms mm: CORRIDOR

*AI.L ROO S IN THE PRODUCTION AREA ARE ND‘R vleGA IV

Ill METAL P’\NELS IN THE CEILING TEI.PERATURE IN' 'ROO"
68o AND 72o AhD RELATIVE FUMIDIT‘! BELON 30%.




DESIGNED wmn’mm OPEN.

I THE nunmm ;_soss ovsa 3o~f
PAMEL.

OF THE SHO‘!ER IN CASE OF EhERGENCY THERE IS P.N T_EMERGENC R




.  UNIT #7 IS THE DUST COLLECTOR PANEL VI H HAS
DANPER GAUGE AND A C.F.M.

" THE DUST COLLECTOR SHAKER BUTTON IS NEXT TO THIS UNI
- SHAKERS AND SHUT.OFF THE DUST COLLECTION SYSTEM FOR APPROX
- AMIGH TIE SYSTEH OB O AMoMTIGALY,

" PUMP 1

‘FLOW ALARI (WHEN AIR FLOW INTO THE AREA. IS {0

DUST COLLECTOR ALARM
: b,REATHIﬁG AIR ALARM
i.'ou HUMIDITY
HIGH HUMIDITY

ALARM. STLENCER BUTTON
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"PERSOH?

© MATERIAL. PERSOP HEL ARE ABSOLUTVL._ , PROHIB T,ED.
~ THESE DOORS AS AN ENTRANCE 0R EXIT FROM HE GENERA
FACTURING AREA




. UPON LEAVING ISOLATED MANUFACTURIHG AREA AL A

'SHOWER IMMEDIATELY AND CHANGE UNIFORM.




