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Date __19 JULY 1974
J. D. KRAMER Subject__VC1 REDUCTICN - PROFIT IMPROVEMENT

~

From

G. B. H. SPEED ' PRQJECTS

{
(

)} Take Action { ) For Your Approval {( ) ForYourinfo ( ) Discuss With Me
) For Your Comments ( ) As Requested ( ) File { ) Note & Return

This book contains the profit improvement projects currently being
considered with a goal of attaining a 10 ppm maximum exposure to VC1
on a TWA. Additional projects will be added as new ideas develop.
The program is divided into six major areas as follows:

I
II

Improve Area Monitoring for VC1 Leaks

Projects to Remove Operator from Exposure

III - Process Modifications for the Containment or Removal of VC1

IV - Reduction of PVC Particulates
V - Reduce Lost Batches

VI

Operator Training

Included in the book is a summary of the projects, a time table for
project completion, details of the individual projects and a sample of

the weekly report forms.

G. B. H. SPEED
GBHS/pk
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PROJECT
NUMBER

SUMMARY

VC1 IMPROVEMENT PROJECT

IMPROVED AREA MONITORING FOR VC1 VAPCRS

PERSON
RESPONSIBLE

I-A

I-B

I-D

PROJECT

Initiate Formal Leak Patrol
1. Set up procedure § record
keeping

2. Select maintenance man for job

3. Instruct man in job
4. Start patrol

Review Sample Point Locations
1. Review
2. Relocate -

Add Alamm Lights & Horn

1. Design system, prepare cost
estimate § CE '

2. Order equipment

3. Install equipment.

Add Second Bendix Chromatograph
1. Prepare CE

2. Order equipment

3. Install

Review need for alamm lights §
horn on Beckman Analyzer

Collect Chromatograph Data on

Conputer

1. Design system, prepare cost
estimate § CE

2. Order equipment

3. Install system

Draffen/Speed

Speed

Dunning/Speed

L.Thompson/Speed

Speed

L.Thompson/Speed

COST
$80,000/yT.

CENO.

$ 2,000 Maintenance

$100,000

$41,000 CC #288

$25,000

$100,000
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PROJECT
NUMBER

SUMMARY
VC1 IMPROVEMENT PROJECT

PROJECTS TO REMOVE OPERATOR FROM EXPOSURE

PERSON
PRQJECT RESPGNSIBLE

II-A

II-B

II-C

Time and Motion Studies F. L. Riddle
1. Top Floor QOperator
a, Charging Nos. 16,17 § 18
reactors
* b, Charging Nos. 1,2 § 3
reactors
c. Charging No. 19 reactor
d. Making up solution
2. Stripper Operator
a. Homopolymer batch
b. Copolymer batch
c. 400 batch
d. 19th reactor
3. Bottom Floor Operator
4. Finishing Operator

Commmications J.D.Pearson/
1. Determine system,prepare G.B
cost estimate § CE
2. Equipment delivery
3. Install equipment

Automation of Process "W,
1. Prepare P § I flow sheets G
a. Monomer charging
b. DM water charge
c. Solution charge
d. VAc charge
e. Propylene charge
£. Drop header
g. North recovery
h. Center recovery
i. South recovery
j. Air
k. Refrigerated water
2. Automation, or remote control
of process
a. Prom C-1 above, determine
amount of automation or
remote control required
b. Design system, prepare cost
estimate

COST

CE NO.

$75,000

$2,000,000

AP00001282




[~ PROJECT
NUMBER

SUMMARY
VC1 IMPROVEMENT PRQJECT

PROJECTS TO REMOVE OPERATOR FROM EXPOSURE

- PERSON
PROJECT RESPONSIBLE

~ II-C

II-D

Automation of Process (continued)
3. Television monitoring of equip-
ment
a. From C-1 above and survey of
equipment determine number
and location of television
cameras
b. Design system § prepare cost
estimate
4, Enclosed control roam
a. Determine location
b. Determine cost of relocating
equipment if required
c. Design control room including
control panel, etc. and
prepare cost estimate
5. Prepare total cost package for
items C-2, 3 and 4 & prepare CE
6. Equipment delivery
7. Install

Breathing Air System D.L.Walker/
1. Revise existing temporary system G.B.H.Speed
for adequacy and modify if
necessary
2. Install fresh air breathing
station at T/C unloading
3. Install permanent breathing air
system
a. Prepare cost estimate § CE
b. Equipment delivery
c. 1) Installation of filter
§ connections
2) Installation of compressor
§ dryer

ey

COST

CE NO.

$200,000

AP00001283
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PROJECT
NUMBER

SUMMARY

VC1 IMPROVEMENT PROJECT

PROCESS MODIFICATIONS FOR THE CONTAINMENT OR REMOVAL OF VC1

PROJECT

PERSON
RESPONSIBLE

III-A

I1I-B

ITI-C

III-D

III-E

III-F

III-G

III-H

Third Steam Jet

1. Design system

2. Determine cost § prepare CE
3. Install

Charge Pot Drain System

1. Design system

2. Determine cost & prepare CE
3. Instali

Sweco Screen Exhaust Fan

1. Design system

2. Determine cost § prepare CE
3. Install

Reactor § Third Floor Exhaust
System

1, Design system

2. Determine cost & prepare CE
3. Install

First § Second Floor Exhaust
System

1. Design system

2. Determine cost § prepare CB
3. Install

New Stripper Transfer Pumps

1. Design system

2. Determine cost § prepare CE
3. Install

Inprove Ventilation Pattern

1. Redesign blower discharge
nozzles

2. Conduct air flow studies
with smoke

Monomer Recovery Drain System

. Revise existing drain system

§ equipment
2. Modify or add drain as required
3. Equipment delivery as required

4. Install additional instruments
as required

D.L.Walker

F.N.Sublette

F.N.Sublette

D.L.Walker

D.L.Walker

F.N.Sublette

R.W.McGinnis

Q0ST CE NO.
$ 10,000 Maintenance
$ 10,000 Maintenance
$ 10,000 Maintenance
'$140,000 VFCE #508
Included  VFCE #508
in III-D
$50,000 Maintenance
$25,000
$25,000 Maintenance

'AP00001284
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PROJECT
NUMBER

SUMMARY

VC1 IMPROVEMENT PROJECT

PROCESS MODIFICATIONS FOR THE CON'I'AINI\ENT OR REMOVAL OF VCl

PROJECT

PERSON
RESPONSIBLE

III-I

III-J

ITI-K

III-L

ITI-M

III-N

Charge Pot Rupture Disc Vent Lines
1. Design system

2. Equipment delivery

3. Install

New (Fetterolf) Spray Rinse Valve

1. Evaluate new type valves
currently being tested

2. Prepare cost estimate § CE
to replace existing Phaudler
spray rinse valves

3. Bquipment delivery

4, Install

New VC1 Recovery System
1. Design

2. Equipment delivery
3. Installation

Increase Total Ventilation
Through Reactor Building

1. Design system

2. Prepare cost estimate § CE
3. Equipment delivery

4, Install

_ Low Temperature VC1 Recovery

System

1. Design system

2. Prepare cost estimate § CE
3. Equipment delivery

4. Install

High Pressure Water Cleaning
System for Reactors

1. Determine system to use

2. Prepare cost estimate § CE
3. Install

F.N.Sublette/
G.B.H.Speed

F.N.Sublette/
G.B.H.Speed

alker/
.Speed

D.
G.

- N ol
o=

.Dunning/
H.Speed

Q=
[+ = R o]

W.E.Dunning/

cosT _
$ 10,000

$ 50,000

$653,000

$120,000

$500,000

$ 10,000

CE NO.

Maintenance

Maintenance

VFCE #450

AP00001285
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SUMMARY

VC1 IMPROVEMENT PROJECT

PROCESS MODIFICATICNS FOR THE CONTAINMENT OR REMOVAL OF VC1

PROJECT PERSCON
NUMBER PROJECT RESPONSIBLE
I1I-0 Chemical Cleaning of Reactors Pensacola/
1. Detemmine system to be used W.E.Dunning/
2. Design system G.B.H.Speed
3. Prepare cost estimate § CE
4, Equipment delivery
5. Install
III-P Redesign all monomer handling F.N.Sublette/
. piping G.B.H.Speed
1. From the P § I flow sheets

prepared under Project
II-C-1, review all monomer
piping to determine if

modification can be made to

reduce number of flanges §
polymer buildup

. Redesign if required

Prepare cost estimate § CE
Equipment delivery

. Install

CcoST

CE NO.

$750,000

$ 50,000

AP00001286
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SUMMARY

VC1 IMPROVEMENT PROJECT

REDUCTION OF PVC PARTICULATES

PROJECT PERSON
NUMBER PROJECT RESPONSIBLE
v-A Replace Product Collectors with D.L.Walker/
Cyclones
1. Design system
2. Prepare cost estimate § CE
3. Equipment delivery
4. Install
IV-B Complete upgrading of Bulk W.E.Dunning/
Handling, Loading & Bagging G.B.H.Speed

1. Review of existing system
2. Design revised system

3. Determine cost & prepare CE

4. Equipment delivery
5. Install

COST CE NO.

$150,000 Maintenance

$750,000 EST

'AP00001287
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SUMMARY
. VC1 IMPROVEMENT PROJECT :

REDUCE LOST BATCHES

. PROJECT PERSON
NUMBER PRQJECT RESPONSTBLE COST CE NO.
V-A Chemical Charge System F.L.Riddle

1. Review charging procedures
to eliminate errors
2. Review charging system

V-B Reevaluate all recipes § catalyst F.L.Riddle
levels
V-C New DM water system D.L.Walker $227,000 VRCE #430

1. Design system
2. Prepare cost estimate § CE
3. Equipment delivery

4, Install
V-D Add additional refrigeration § W.E.Dunning/ $750,000 EST
cooling tower water supply G.B.H.Speed

1. Design system

2. Prepare cost estimate § CE
3. Equipment delivery

4. Install

AP00001288




SUMMARY
VC1 IMPROVEMENT. PROJECT
OPERATOR TRAINING

PROJECT PERSON

NUMBER PROJECT RESPONSIBLE
[— VI-A Update operating manuals J.P.Parker
" vI-B Group § individual training J.P.Parker

sessions

COST

CE NO.

AP00001289
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VINYL, CHLORIDE REDUCTION

PROFIT IMPROVEMENT PROJECTS
NO. I
IMPROVE AREA MONITORING FCR VC1 LEAKS

INITIATE FORMAL LEAK PATROL

1, Set up procedures and record keeping

2, Select maintenance man for job

3. Instruct man in need for job and sample procedures
4. Start patrols

REVIEW SAMPLE POINT LOCATIONS

1. Relocate to reflect two systems
a. Personnel operating area
b. Process control area

ADD ALARM LIGHT AND HORN (INCLULES NO. 2 BENDIX)
1. Design system, prepare cost estimate and CE
2. Order equipment

3. Install system

ADD SECOND BENDIX CHROMATOGRAPH

1. Prepare CE

2. Order equipment

3. Install

REVIEW NEED FOR ALARM LIGHTS AND HORN (N BECKMAN ANALYZER USED IN
FINISHING, BAGGING AND COMPOUNDING

COLLECT CHROMATOGRAPH DATA (N COMPUTER (INCLUDE BOTH BENDIX & BECKMAN)

1. Design system, prepare cost estimate and CE
2. Order equipment

. 3. Install system

AP00001291
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P OFIT IMPROVEMENT PROJECT

Department PVC ‘ .. Capital Investment $ 80,000/yr.
Praject No. I-A ) : Annual Benefits N/A
ﬁate § July 1974 Person Responsible W.D.DRAFFB\I“

DESCRIPTION: (include plan of action and timetable)
INITIATE FORMAL LEAX PATROL

"I_'be purpose of this project is to detect and stop VC1 leaks as soon as possible.

It is proposed to add one additional maintenance man per shift (total 4) with

the primary responsibility of patroling the polymerization building with a

Ceﬁtury Analyzer. Upon detecting a leak, hé will, if possible, make the

necessary repairs on the spot or connect an exhaust hose to the leak, and

report the leak to insure repairs are made. A separate log will be maintained

by the patrol personnel. He will work closely with process personnel for '~

effective reduction in monomer leaks.

This project is divided into” the following steps:

1. Set up procedures and record keeping

2. Select maintenance man for job ]
3. Instruct man in need for job and sample procedures

4. Start patrol. .

TIMING: SEE MASTER TIME TABLE

- ) ) ~AP00001292




TILOFIT IMPROVEMENT PROJECT

Department PVC . Capital Investment § 2,000
Project No. I-B ' Annual Benefits N/A

. . Y

Date 8 July 1573 Person Responsible G-B.H.SPEED

DESCRIPTION: (incluée nlaa of action and timetable)
REVIEW SAMPLE POINT LOCATIONS

The plant currently has one 10 point Bendix Chromatograph monitoring.the

polymerization building. An additional 10 point Bendix will be added under

project I-D. It is felt that some of the existing sample locations do not

'reflect the actual operating areas. This project will review the existing

locations and considering the additional 10 points to be added, will propose a

new layout with the purpose of not only covering the operating areas but areas

not normally used but where VC1 can escape.

The two areas will be divided into:

a) Personnel operating area-

-b) Process control area

TIMING: SEE MASTER TIME TABLE

prep . 90w+ w asmasaan -
- gre oo e - R L
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T30TIT IMPROVIMENT PROJECT

Department " PVC .. Capital Investment $ 100,000 Est.
Project No, I-C ' Annual Benefits N/A
. . rE——
Date 8 July 1974 Person Responsible L.R.THOPSON
: ' N G.B .H.g‘! EED

»

DESCRIPTION: (incluéc ptan of action and timetable)
ADD ALARM LIGHTS AND HORN TO BENDIX .GRQU\TOGRAPH

_The purpose of this porject is to provide means by which the operating

persomnel will know when the W1 exposure in a particular area is above

the proposed limit. It is proposed to install a flashing red light at

each sample point location and a horn on each floor. If the VC1 concentration

exceeds the limit the light will start flashing at the point of high concentration

and the hormn will sound indicating that a sample point on that level is beyond

the limits. Thus the operators will know that a fresh air mask is required

in the area and that maintenance is required to stop the leak.

This project is divided into the following steps:

1. Design §ystem, prepare cost estimate and CE

2. Order equipment
3. Install system

TIMING: SEE MASTER TIME TABLE

i AP00001294



TROFIT IMPROVIMENT PROJECT

Department pPvC ., Capital Investment $ 50,000

Project No, I-D Annual Benefits N/A

<., . . *

Date 8 July 1974 - Person Responsible L.R.THOMPSON
' ‘ G.B.H.SPEED

-

DESCRIPTION: (includ.c »lan of action and timetable)
ADD SECOND BENDIX CHROMATOGRAPH

The purpose of this project is to provide additional VC1 mcnitor;'mg‘in the

polymerization building. After installing the original 10 point Bendix

it was found that the 10 points do not provide adequate coverage of the area.

Also during calibration.or other outages of the existing chromatograph, there

is no recard of the building exposure. With the second chromatograph,

additional coverage of the building will be obtained and the secand 10

points will be dispersed with the first 10 points to provide some record

during outage of either umit, ' "

.

This project is divided into the following steps:

1. Prepare' CE

Z. Order equipment
3., Install

TIMING: 'SEE MASTER TIME TABLE

Pt e - $ e s
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"2 OFIT IMPROVEMENT PROJECT

Department PYC .. Gapital favestment § 25,000 EST
- ' N
Project No, I-E Annual Benefits ' /A
g
D.ate 8 JU].Y 1974 Person Re'pcngiblc G.B.H .SPEED‘

DESCRIPTION: mcluéa plan of action and timetable)
REVIEW NEED FOR ALARM LIGHTS AND HORN ON BECKMAN CHROMATOGRAPH

A 10 point Beckman Chromatograph is currently in use analyzing the

operation area-of the PVC finishing building, bagging area, warehouse

and compounding plant. Based on preliminary data the WC1 concentrations

m these areas have been below 10 ppm. Additional data Will be analyzed

as obtained to determine if excursions above 10 ppm do exist. Depending

on the number of excursions and locations the need for alarm lights and

horns will be made.

TIMING: SEE MASTER TIME TABLE

'AP00001296
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DUOFIT IMPROVEMENT PROJECT

Department PVC .. Capital Investment $ 100,000 EST
Project No, IF Annual Bencfits N/A
Date 8 July 1974 ‘ Person Responsible L.R.THOMPSCN

G.B.H.SPEED

DESCRIPTION: (include plan of action and timetable)
COLLECT CHROMATOGRAPH DATA ON COMPUTER

_cCurrently the chromatograph charts_from both the Bendix and Beckman Analvzers

are being manually read and the data recorded. The same will be done when

the second Bendix is added. .The manual reading is ‘time consuming and

e:épensive. It is proposed to install a computer that will automatically

collect the individual readix}g from each point and every 24 hours produce a

record of the reading along with an average for each point and for the total

area. These records.are required by law,

Thi$ project is divided into the following steps:

1. Design system, prepare cost estimate and CE
2. Order equipment
3. Install’'system

TIMING: SEE MASTER TIME TABLE

AP00001297
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VINYL QILORIDE REDUCTION

PROFIT IMPROVEMENT PROJECTS
NO. II
PROJECTS TO REMOVE OPERATOR FROM EXPOSURE

A. TIME AND MOTION STUDIES

1'

3.
4,

Top Floor Operator

a. Charging Nos. 16, 17 or 18 reactors
b. Charging Nos. 1, 2 or 3 reactors
c. Charging No. 19 reactor

d. Making up solution

Stripper Operator

a. Homopolymer batch

b. Copolymer batch

c. 400 batch

d. 19th reactor

Bottom Floor Operator

Finishing Operator

B. COMMUNICATIONS

1.
2.
3.

Determine system, prepare cost estimate and CE
Equipment delivery
Install equipment

C. AUTGMATION OF PROCESS

1'

Prepare P § I flow sheets

a. Monomer charging

b. IM water charge

c. Solution charge

d. VAc charge

e. Propylene charge

f. Drop header

g. North recovery

h. Center recovery

i. South recovery

j. Air

k. Refrigerated water

Automation, or remote control of process

a. From C-1 above, determine amount of automation or remote
control required

b. Design system, prepare cost estimate

Television monitoring of equipment

a. From C-1 above and survey of equipment determine number and
location of television cameras

b. Design system and prepare cost estimate

'AP00001299
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- , - PROFIT IMPROVEMENT PROJECT

B Department e .. Gapital Investment $ 200,000 EST
Project No. II-D Annual Benefits

[~ . . .
Date § July 1974 Person Responsible D.L.WALKER

G.B.H.SPEED

DESCRIPTION: (include plan of action and timetable)
- : . BREATHING AIR SYSTEM

_;Ag' proposed in the tentative regulations, a fresh air breathing system must be

provided for operators in case the VC1 level exceeds the limit. The project

r

proposes a complete anei separate fresh air system with filter beds for the

removal of (0. A temporary System is currently in use utilizing the

1

instrument air system.

——

This project is divided into the following steps:
1. Revise existing temporary system for adequacy and modily 1f necessary
2. Install fresh air breathing station at T/C Unloading
3. Install permanent breathing air system
a. Prepare cost estimate and CE
b. Equipment delivery

c. 1) Installation of filter and connections
2) Installation Of CORDIEssor and dryer

1

1

1

1

pam—
i i

TIMING: SEE MASTER TIME TABLE

|
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VINYL CHLORIDE REDUCTION
PROFIT IMPROVEMENT PRQIECTS
PROJECTS TO REMOVE OPERATOR FROM EXPOSURE

AUTOMATION OF PROCESS (continued)

40

5.
6.
70

Enclosed control roam

a. Determine location

b. Detemmine cost of relocating equipment if required

c. Design control room including control panel, etc. and
prepare cost estimate

Prepare total cost package for items C-2, 3 and 4 and prepare CE

Equipment delivery

Install

BREATHING AIR SYSTEM

1.
2.
3.

Revise existing temporary system for adequacy and modify if necessary
Install fresh air breathing station at T/C Unloading
Install permanent breathing air system
a. Prepare cost estimate and CE
b. Equipment delivery
c. 1) Installation of filter and connections
2) Installation of compressor and dryer

AP00001302
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DROTIT IMPROVEMENT PROJECT

Department PVC .. Capital Investment $ NA
Project No, LI-A ‘ Annual Beneizts N/A
Date 8 July 1974 Person Responsible F.L.RIDDLE

DESCRIPTION: (include plan of action and timetable)
TIME AND MOTION STUDIES
.

Time and motion studies are planned for each operating job in the polymer
—

building and for.various phases of some of the jobs. The purpose bf these

studies is to determine where an operator spends most of his time so these

areas can be adequately monitored and more en'rphasis can be put on making these

areas clean. The studies will also be used to determine what valves or

equipment can be operated automatically or remotely. The various jobs or

job phases to be studied are as follows:

1. TopT’loor Operator
a. Charging Nos. 16, 17 or 18 reactors

g NO3. 1, £ Or o 1edactors
¢ Charging No. 19 reactor

.

. 9. Making up solution
2. Stripper Operator

a. Homopolymer batch
. b. Copolymer batch

C. 400 batcn |
d. 19th reactor

3. Bottom FIoOfr Uperator
4. Finishing Operator *

TIMING: SEE MASTER TIME TABLE

AP00001303
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PrOFIT IMPROVEMENT PROJECT

Department R : .. Capital Investment $ 75,000 EST
JProject No. I1-B " Annual Benefits N/A
Date § July 1974 Person Responaible VD PEARSON

DESCRIPTION: _(include plan of action and timetable)
' COMUNICATIONS

In the operations of the PVC Plant, operators need to be in constant commmication
o

with each other for the correct timing of charging, dropping and gtripping of

reactors. The operator's are separated on different floors by concrete. Due

ta the above normal noise level, it is very difficult to commmicate by voice

alone. In the case of an emergency or VC1 leak, notification of all affected

persomnel is slow. By means of a walkie talkie type commmication system, all

operators, can be notified of emergency or leaks at once. It is the purpose of

this project to supply such a system.

_ The project is divided into the following steps:

1: Determine system, prepare cost estimate and CE

2. Equipment delivery
3. Install equipment

TIMING: SEE MASTER TIME TABLE

AP00001304



Department PVC
Project No.

D.ate

T2OTIT IMPROVEMENT PROJECT

I1-C

8 July 1974

. Capital Investment $ 2,000,000 EST

Annual Benefits

Person Responsible W.E.DINNING

F.L.RIDDLE

DESCRIPTION: (include plan of action and timetable)

AUTOMATION OF PROCESS

~The purpose of this project is to eliminate the exposure of the operator to VC1

by removing the operator from the operating area through the use of automatically

or remotely controlled valves and/or equipment. From the time and motion studies

and update P & I flow sheets, the entent of éutomation will be determined. The

use of television cameras will also be evaluated. In the scope of this project

is an enclosed VC1 free control room in which the major operations will be

conducted. from.

This project is divided into the following steps:

1.

Prepare P § I flow sheets_
a. Monomer charging , .

b. DM water charge
c. Solution charge

d. VAc charge
e. Propylene charge

f. Drop header,
g. North recovery

h. Center recovery
i. South recovery °

i. Air .
. Refrigerated water

2.

3.

Automation, or remote control of process

-1a etermine unt_of automation or remote control regui

b. Design system, prepare cost estimate
Television monitoring of equipment
a. FIom C- Ove T U

of television cameras

b. Design system and prepare cost estimate

AP00001305
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VINYL (HLORIDE REDUCTION
PROFIT IMPROVEMENT PRQJECTS

No. ITT

PROCESS MODIFICATIONS FOR THE CONTAINMENT OR REMOVAL OF VC1

A, THIRD STEAM JET

1. Design system
2. Detemmine cost
3. Install

B. CHARGE POT DRAIN SYSTEM
1. De'sign system
2. Determine cost and prepare CE
3. Install
C. SWECO SCREEN EXHAUST FAN
1, Design system
2. Determine cost and prepare CE
3. Install
D. REACTOR AND THIRD FLOOR EXHAUST SYSTEM
1. Design system

2. Determine cost and prepare CE
3. Install

E. FIRST AND SECOND FLOOR EXHAUST SYSTEM

1. Design system
2. Determine cost and prepare CE
3. Install

F. NEW STRIPPER TRANSFER PUMPS
1. Design system
2. Determine cost and prepare CE
3. Install

G. IMPRCVE VENTILATION PATTERN

1. Redesign blower discharge nozzles
2. Conduct air flow studies with smoke

H. MONGMER RECOVERY DRAIN SYSTEM

Revise existing drain system and equipment
Modify or add drain as required
. Equipment delivery as required
Install additional instruments as required

AN -

AP00001307



VINYL CHLORIDE REDUCTION

[ | ' PROFIT IMPROVEMENT PROJECTS
B NO. III

PROCESS MODIFICATIONS FOR THE CONTAINMENT OR REMOVAL OF VC1

[ I.” CHARGE POT RUPTURE DISC VENT LINES

1. Design system
2. Equipment Delivery
3. Install

[ J. NEW (FETTEROLF) SPRAY RINSE VALVE

1. Evaluate new type valves currently being tested

2. Prepare cost estimate and CE to replace existing Phaudler
spray rinse valves

3. Equipment delivery

4, Install

K. NEW VC1 RECOVERY SYSTEM
1. Design

2. Equipment delivery
3. Installation

[ L. INCREASE TOTAL VENTILATION THROUGH REACTOR BUILDING

1. Design system

r 2. Prepare cost estimate and CE
. 3. Equipment delivery
4. Install

M. LOW TEMPERATURE VC1 RECOVERY SYSTEM

1. Design system

2. Prepare cost estimate and CE
3. Equipment delivery

4, Install

N. HIGH PRESSURE WATER CLEANING SYSTEM FOR REACTORS
1. Determine system to use
2. Prepare cost estimate and CE

T 3. Install

0. CHEMICAL CLEANING OF REACTORS

. 1. Determine system to be used -
L 2. Design system
3. Prepare cost estimate and CE
. 4. Equipment delivery
[: 5. Install

'AP00001308




VINYI, QILORIDE REDUCTION
PROFIT IMPROVEMENT PROJECTS
Mo Im
PROCESS MODIFICATIONS FOR THE CONTAINMENT OR REMOVAL OF VC1

P.” REDESIGN ALL MONCMER HANDLING PIPING

10

30

5.

From the P § I flow sheets prepared under project II-C-1, review

all monomer piping to detemmine if modification can be made to reduce
munber of flanges and polymer buildup.

Redesign if required

Prepare cost estimate and CE

Equipment delivery

Install

AP00001309



PROFIT IMPROVEMENT PROJECT

Department PVC . Capital Investment $ 10,000 EST

Project No, ILI-B . Annual Benefits

Date 8 July 1974 - Person Responsible F-N.SUBLETTE
: G.B.H.SPEED

DESCRIPTION: (include plan of action and timetable)
CHARGE POT DRAIN SYSTEM

When a reactor is charged, monomer vapors are left in the catalyst charge pot.
PR v, !

As a safety precaution, the pot is drained of any liquid and preséure bled-off

in case any catalyst is left in the pot. The drain currently vents into the

reactor building. This project will connect all drains to a central drain

'system outside the building.

This projéct is divided into the following stéps:
1. Design system
2, Determine cost and prepare CE

5. Install

TIMING: SEE MASTER TIME TABLE

AP00001310



Department

Project No.

Date

DROFIT IMPROVEMENT PROJECT

PVC . Capital Investment $ 10,000 EST
ITII-C . Annual Benefits

8 July 1974 Person Responsible F.N 'SUBLEH?
' G.B.H.SPEED

DESCRIPTION: (include plan of action and timetable)

SWECO SCREEN EXHAUST EAN

Stripped resin is pumped from the strippers to Sweco Screens to remove large
)

particles. These screens located just outside the building allow residual

monomer to escape and drift into the operating area.: A temporary exhaust

system was installed inside the reactor building and has drastically improved

the operation. This project proposes the installation of a permanent exhaust

fan outside the reactor building.

This project is divided into the following steps:

1. Design system

2. Determine cost and prepare CE

3. Install

TIMING: SEE MASTER TIME TABLE

"AP00001311



PROFIT IMPROVEMENT PROJECT

. Department PVC .. Capital Investment $ 140,000
: o : Includes III-D
'?roject No, II1-E . Annual Benefits
ﬁate § July 1974 Person Responaible D.L.WALKER

G.5.H.SPEED

DESC}RIPTIO‘N: (includ.e plan of action and timetable)
'FIRST AND SECOND FLOOR EXHAUST SYSTEM

' _%Jrrently any leaks that develop on the first or second floor of the reactor

building must be cleared through the use of wall fans. With the cross

ventilation in the building a leak on the opposite wall must go completely

across the building before being exhausted. "This project proposes a large

exhaust fan with multiple flexible connections that can be connected to a

leak source until repairs can be made.

This project is divided into the following steps:
1. Design system
2, Determine cost and prepare CE

3. Install

TIMING: SEE MASTER TIME TABLE

AP00001312



PROFIT IMPROVEMENT PROJECT

- Department Ve .. Capital Investment $ 140,000
. - : Includes [II-D
Project No, III-E . Annual Benefits
D.ate 8 July 1974 Person Responaible D.L.WALKER

G.B.H,SPEED

DESC?.IPTION: (inclucie plan of action and timetable)
_FIRST AND SECOND FLOOR EXHAUST SYSTEM

_%n'rently any leaks that develop on the first 61' second floor of the reactor

building must be cleared through the use of wall fans. With the cross -

ventilation in the building a leak on the opposite wall must go completely

across the building before being exhausted. "This proj ect proposes a large

exhaust fan with multiple flexible connections that can be connected to a

leak source until repairs can be made.

This project is divided into the following stéps:

1. Design system
2. Determine cost and prepare CE

3. Install

TIMING: SEE MASTER TIME TARLE
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+  DROFIT IMPROVEMENT PROJECT

. Capitai Javestment $ 25,000

.. - Departraent PVC . :

) Project No. I1I-G """ Annual Benefits

' Date g July 1974 . Poraon Responsible R-W:MGINNIS
' G.B.H.SPEED

-

-‘,

DESGRIPTION: iinclud.c nlan of action and timetable)
' IMPROVE VENTILATION PATTERN

< mathe third floor of the reactor building, the fresh air blower exhaust
-—r

is located about.12 feet above the floor. As a result, the fresh air does not

' ' reach the operators level unti}l it is half way across the building.

* " This project will investigate means for discharging the fresh air along the

" wall to provide a complete sweep of the building.

This project is divided into the following steps:

1. Redesign blower discharge nozzles
2. Conduct air flow studies with smoke

. ‘.. TIMING: SEE MASTER TIME TABLE :
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PROGFIT IMPROVEMENT PROJECT

Py

. .Department P . .' " ., Capital Investment 425,000 EST
Project No. ILI-H ' " 7. Annual Bencfits
‘- ) . . . ) 3 .
" Date 8 July 1974 ' Person Responsible F.N.SUBLETTE
] ' ' G.B.H.SPEED

DESCRIPTION: (include plan of action and timetable}
' . MONGMER RECOVERY DRAIN SYSTEM:

In the operation of the monomer recovery system, water condenses out of the
monomer as pressure is increased. In addition, water is used in the Nash

system to compress the gases.. As such, these systems include gas/liquid

: sepérators which must be drained of excess liquid. In the present system,

these separators drain into the reactor building, releasing any dissolved

monomer and on occasions monomer vapor.

This projéct proposes installing level control equipment as the separator

and a closed central drain system discharging outside the building.

‘. This project is divid.ed into the follqwing steps:

1, Revise existing drain system and equipment
. Modify or add drain as required

. Equipment delivery as required. .
. Install additional instruments as required

2
3
4

TIMING: SEE MASTER TIME TABLE
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- PROFIT IMPROVEMENT PROJECT

Departrmeant . PVC : e .. Capital Inveatmenl: $_653,000
Project No. III-K : e i Anaual Beneﬁtn
. ) ” * . 8 Jul}’ 1974 ‘ . - . Peraon Responsxble D L ]VAI KER "

Date .
" : ' G.B.H.SPEED

DESCRIPTION: (include plan of action and timetable)
" NEW VC1 ‘RECOVERY SYSTEM

The present VC1 recovery system is spread over the entire inside of the

b‘hlldmg and mcludes old equipment both Nash type and rec1procatmg type

compressors. The control of the equipment is essentially manual. The

obsélescent, poor layout and lack of instrumentation has,reshlted in poor

VC1 efficiencies and frequent plugging of equipment and lines which results

in the escape of VC1. It is proposed to locate all VCl recovery equipment

outside the building in one location. The equipment is to be instrumented °

to provide minimm operator attention.

This project is divided into the following steps:

1, Design
2. Equipment Delivery

3. Installation

TIMING: SEE MASTER TIME TABLE

C e em w4y Nt TNEPEIm wm e ¢
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Department

'Project No,

P

DROFIT IMPROVEMENT PROJECT

D.ate

" PVC o .. Capital lavestment $ 120,000
ITI-L | " © Annual Benefits
8 July 1974 - ‘ Peraon Responsible M}_
: G.B.H.SPEED

DESCRIPTION: (include plan of action and timetable)

~'II\CRF;ASE TOTAL VENTILATION THROUGH REACTOR BUILDING

The reactor building currently has ventilation capacity to provide &

normal air change of 12 per hour and emergency of 24 per hour. If through

other process modificé.tions the VC1 exposure level cannot be maintained

bélow the 1imit, additional ventilation will be considered.

This project is divided into-the following steps:

1. Design system
Prepare cost estimate and CE

2.
3. Equipment delivery
4. Install .

TIMING: SEE MASTER TIME TABLE
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+  DROTFIT IMPROVEMENT PROJECT

.

5 500,000 EST

Departmaent PVC o ., Capital Investment
A. Project No. T1I-M | . Annual Benefits
’, . . .
ﬁate 8 July 1974 ‘ Person Responsible W.E.DUNNING

G.B.H.SPEED

DESCRIPTION: (inclucie pilan of action and timetable)
. LOW TEMPERATURE VC1 RECOVERY SYSTEM

.
’

The majority of the problems associated with monomer recovery resulting in

-l g
fouling and monomer release occurs in the compression of the vapor from the

discharge of the vacuum pump, to the condensers.

This projectA proposes the use of low temperature (20-259F) recovery system

which would eliminate the need for compression. The monomer would condense

at the vacuum pump discharge pressure.

This project is divided into the following steps:
1. Design system ‘

2. Prepare cost estimate and CE

3. _Equipment delivery

g 4. Install : o .

TIMING: SEE MASTER TIME TABLE

B eI

AP00001321



.
’

SROFIT IMPROVEMENT PROJECT

Department P ' .. Capital Investment $ 100,000 EST
, Project No, IT1-N . Annual Benefits

Date 8 July 1974 ' Person Responsible J-T-BARR

: ) W.E.DUNNING

G.B.H.SPEED

DESCRIPTION: (include plan of actioa and timetable)
. HIGH PRESSURE WATER ‘CLEANING SYSTEM FOR REACTORS

gm'rently all reactors are opened and manually hosed down between charges

and entered and manually cleaned every three to five charges. The cpening

of reactors results in the release of monomer to the operating area.

This project proposes the use of a high préssure water cléaning system

that is more effective than manual hosing. It is hoped that the

effectiveness will be improved to allow discontinuing the between batch

hosing and less frequent manual cleaning.

This project is divided into the following steps:
1. .Determine system to use
2, Prepare cost estimate and CE .

.3, Install

TIMING: SEE MASTER TIME TABLE
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S2GFIT IMPROVEMENT PROJECT

Departricat ©opve o ., Capital Investment & 750,000
r “ Project No. HI1-0 .+ . Annual Benefits
: " . 8 July 1974 ' ... W.E.
i Date uly 19 Paraon Responsible ‘ DUNNING,,
. G.B.H.SPEED
- DESCRIPTION: (include plan of action and timectable)
CHEMICAL CLEANING OF REACTORS -
F
At Calvert City only one reactor, No. 19 stainless steel, is currently being
[ ) chemically cleaned with IMF. The other 18 reactors are manually cleamed. No
- man has ever entered No. 19 £of cleaning. Chemical 'cleaning with DMF results
in'a far superior job than manual cleaning. "With a properly designed chemical
i cleaning system the use of operator to clean reactors can be eliminated.
- If entry for mechanical reasons are required, the reactor can be scrupulously
~ - Cleaned with DMF before entering.
[~ . .
L The purpose of this project is to eliminate the need to enter reactors for
- . cleaning through the use of a chemical cleaning system.

This project is divided into the following steps:

. 1. Determine system to be used
- 2. Design system

. Prepare cost estimate and CE
. Equipment delivery

[%4] -bbl‘

. Install

- . TIMING: SEE MASTER TIME TABLE
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PROFIT IMPROVEMENT PROJECT

Department . Ve . Capital Investment § 50,000
Project No. III-P Annual Benefits
Date 8 July 1974 Person Responsible FN-SUBLETTE

DESCRIPTION: (include plan of action and timetable)

REDESIGN ALL MONCMER HANDLING PIPING

Due to the addition of monomer recovery equipment to the facility through

the years, monomer recovery equipment is located throughout the polymer

building. Many lines traverse the building several times from beginning

- to end. It is the purpose of this study to review all the monomer piping

and redesign and relocate in a more direct route with less flanges, dead

spots, etc. can be made.

This project is divided into the following steps

1. From the P § I flow sheets prepared under project II-C-1, review
all monomer piping to determine if modification can be made to reduce

- number of flanges and polymer bu11dup
. _Redesign if required

Equipment delivery

2

. 3. Prepare cost estimate and CE
4
5

. Install

TIMING: SEE MASTER TIME TABLE
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VINYL CHLORIDE REDUCTION
PROFIT IMPROVEMENT PROJECTS
NO. IV
- REDUCTION OF PVC PARTICULATES

— —

[ A. REPLACE PRODUCT COLLECTORS WITH CYCLONES

1. Design system

2. Prepare cost estimate and CE
3. Equipment delivery

3. Install

B. COMPLETE UPGRADING OF BULK HANDLING, LOADING AND BAGGING

1. Review of existing system

2. Design revised system

3. Determine cost and prepare CE
4. Equipment delivery

e 5. Install

— ~ — —
. ' .

~ AP00001326



PRGFIT IMPROVENMENT PROJECT

Department PVC

Project No,

Date

IV-B

8 July 1974

. Capital Iavestment $ 750,000

Annual Benefits

Person Responsible W.E.DUNNING
G.B.H.SPEED

DESCBIPTION: (includ'e plan of action and timetable)
, » CCMPLETE UPGRADING OF BULK HANDLING, LOADING AND BAGGING

’I’l’le existing bulk handling, loading and bagging system at Calvert City are

obsolete, under capacity and lack any instrumentation. As a result during

any resin transfer opeiation leaks develop, equipment breaks down, dust

flies everywhere and even silos are overfilled.

~The purpose of this project is to completely overhaul the transfer system to

eliminate -the sources of leaks, provide exhaust system with collectors to

keep the bagging area dust free and automate the system to prevent overfilling

of silos and bulk containers.

This'pro_ject is divi'&ed into'the following steps:

1.
2.

Review of existing system
Design_revised system

3.
4.

Determine cost and prepare CE
Equipment delivery

S.

Install

TIMING: SEE MASTER TIME TABLE
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PROFIT IMPROVIMENT PROJECT

l Department PVC . Capital Iavestment $ 150,000
Project No. IV-A " Annual Benefits
i Date 8 July 1974 Person Responsgible D.L.WALKER

G.B.H.SPEED

DESCRIPTION: (inc!ucie slan of action and timetable)
- : ‘ _ REPLACEMENT OF PRODUCT COLLECTORS WITH CYCLONES

The existing bag house product collectors are original equipment and are

in a poor condition requiring constant maintenance. In addition, the bags

- . break frequently allowing resin to escape.

This project will replace the existing product collecters with cyclones.

By their design, cyclones have no moving parts or bags to break. Being

- stainless steel, corrosion will be eliminated. .

This project is divided into the following st':eps:
1. Design system
2. Prepare cost estimate and CE

3. _Equipment delivery

4. Install : .

v *

TIMING: SEE MASTER TIME TABLE

F 1 Mmoo
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[ PROJECT NO. V
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VINYL GHLORIDE REDUCTION
PROFIT IMPROVEMENT PROJECTS
NO. V

REDUCE LOST BATCHES

[ 4

A. CHEMICAL CGHARGE SYSTEM

1. Review charging procedures to eliminate errors
2. Review charging system

1

B. REEVALUATE ALL RECIPES AND CATALYST LEVELS

C. NEW DM WATER SYSTEM

1. Design system

2. Prepare cost estimate and CE
3. Equipment delivery

4. Install

D. ADD ADDITIONAL REFRIGERATION AND COOLING TOWER WATER SUPPLY

1. Design system

2, Prepare cost estimate and CE
3. Equipment delivery

4, Install

AP00001330
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Department
Project No.

Date

TACTIT IMPROVIMENT PROJECT

PVC

V-B

8 July 1974

.. Capital Investment $

Annual Benefits

Person Responsible _ F.L.RIDDLE

DESCRIPTION: (include nlzn of 2ction and timetable)

REEVALUATE ALL RECIPES AND CATALYST LEVELS

. A possible reason for losing a batch either through emergency venting or

as BB's may be that the recipe does not contain the most desirable or correct

level of suspending agent, buffer, etc. Also, the catalyst level may be

too high for the cooling.capacity of the plant on a 24 hour basis.

This project will review the recipes and recommend changes where need to

insure that optimum ingredient level is used.

TIMING: SEE MASTER TIME TABLE .
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PUCFLT IMPROVEMINT PROJECT

Department Pve
Project No. V-C
Date 8 July 1974

. Capital Investment $ 227,000

Annual Benefits

D,L.WALKER

Person Responsible °
G.B.H.SPEED

DESCRIPTION: (include plan of action and timetable)

NEW DEMINERALIZED WATER SYSTEM

Poor water quality has been found to result in an unstable suspension system

(o]
resulting in the need for discharging a batch of

resin. The poor quality

water problems experiénced at Calvert City are attributed to the old and

undersize DM unit currently in service. It is plamnned, to replace the present

unit with a larger more reliable type system.

This project is divided into the following steps:

1. Design system
2. Prepare cost estimate and CE

3. Equipment delivery
4, Install

-

TIMING: SEE MASTER TIME TABLE
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PROTFIT IMPROVEMENT PROJECT

_PVC | .. Capital Investment § 750,000

Department

Project No. ; V-D - " Annual Benefits

.,

Date 8 July 1974

W,E.DUNNING

Person Responsible a
G.B.H.SPEED

i

DESCRIPTION: ( include nlan of action and timetable)
* ADD ADDITIONAL REFRIGERATION AND COOLING TOWER WATER SUPPLY

Approximately five batches a month are lost due to inadequate refrigerated water

D]
supply. It is planned to install an additional refrigeration machine, suige

tankage and additional cboling tower water facilities.to maintain adequate

control over the polymerization process.

This project. is divided into the following steps: . ;

1, Design system )
. Prepare cost estimate and CE : |

2
3. Equipment delivery ,
4. Install o . ;

AP00001334
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+  PROFIT IMPROVEMENT PROJECT

. Department . PVC C ., Capital Investment $ _~~~.
toe . R W ¢
Project No, - VI-A .70 Annual Benefits
" "Date 8 July 1974 L Person Responsible J.P.PARKER
' ' ' : - F.L.RIDDLE

DESCRIPTION: (incluée plaa of action and timetable)
UPDATE OPERATING MANUALS

Q“ue to the many'changes and additions in the process such as catalyst’

-

wcharges, 19th reactor, effluent reclaim, etc. many of the operating

procedures have not been updated, or have been issued as a separate

sheet. With the new P §.I flow sheets being. prepared in II-C, the

operating manual will be revised to incorporate all new procedures and

equipment .,

TIMING: SEE MASTER TIME TABLE
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PROFIT IMPROVEMENT PROJECT

PVC

Department .. Capital Investment $

VI-B

Project No. Annual Benefits

8 July 1974 Parson Responsible

.. @&
Date

DESCRIPTION: (includ'e plan of action and-timetable)

J. P. PARKER

‘GROUP AND INDIVIDUAL TRAINING SESSIONS

- _Group and individual training sessions will be held to acquaint the

_operators with new procedures and insure understanding of old procedures.

The sessions will also be used to keep the operators ‘aware of the VC1

eXP6Sure problem and progress made.

TIMING: SEE MASTER TIME TABLE
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STATUS REPCRT
* VC1 'TMPROVEMENT PRQOJECT
OPERATOR TRAINING *
PERSON
PROUECT o "RESPONSIBLE © COST- TN, S STATUS
Update operating manuals J.P.Parker Reactor Entry Pemit revised and issued.

Group § Individual training sessions J.P.Parker
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APRIL 30, 1974 MIDDLESEX MEETING

VCM REDUCTION IN COMPOUNDING PLANT

I. BASIS FOR VCM REDUCTION PROGRAM

A. Legal Aspects - Govt. Regulatory Actions on
VCM Levels

l. PVC Used in C.C. Compounding
2. PVC Used by Customers
3. Compound VCM Levels

B. Experimental Programs

1. Modification of Present Compound Line
2. New Compounding Line

IXI. COMPOUND ANALYSIS FOR VCM LEVEL - CURRENT STATUS

A. VCM Extraction from PVC Liguor Bottles

l. Total VCM Vs. Extractable VCM

2., Early Work Comparing Plant and Special
Middlesex Compounds

B, Latest "Round-Robin" Study

ITII. CONCLUSIONS

AP00001358




MANUFACTURING CHEMISTS ASSOCIATION

1825 CONNECTICUT AVENUE, N. W. WASHINGTON, D. C. 20009

FOR RELEASE
CONTACT:
For Immediato Release Richard F. Blewitt
: (202) 483-6126, ext. 282

WASIINGION, D, C., April 18 -- The Manufacturing Chemists
Association (MCA) announced today preliminary indications that
vinyl chloride exposure has produced angioaarcoma -= a liver
caincer -- in mice atl scveral exposure levels, =

Industrial Bio-Test Laboratories, Inc., who are conducting
thc MCA-adninistered vinyl chloride animal exposure study,
informed MCA tbhal their worlk -- although very prelininary at
this point --= tends to coufirm the findings of Professor Cesare
Ainltoni, an Itallan scientist who rCound that vinyl chloride
exposure in rats caused cancer.l ‘

MCA immediately notified the Occupational Safety and Hcalth
Adm*nxqtrmtiou,_the National Institute for Occupational Smfety
and Health and the Environmental Protection Agency of the
rreliminary test resylts,

In the MCA-administered study, rats, hamsters and mice
are being exposed seven hows a day, five days a week, to 2500
pirts per million (ppm), 200 ppm and 50 ppm. After seven months
ol exposure, angiosarcoma las been observed in mice at all

levelss, bul not in rats or hamstors, ,

(morce)

AP00001359
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Page 2 of 2

Professor Maltoni reported at the OSHA hearings on vinyl
chloride February 15 that he had opscrved the liver cancer in
rats exposed four hours a day, five cays a wecek, to 250 ppm
for up to 12 months., However, he did not find the cance» in
testing at tpe 50 ppm level..

The animal exposure study is continuing. Another MCA-
administered study on the chemical, documenting the healtilh
experience of present and former employescs who haye vorked
with the material, the results of which also will be releasecd,
is expected to be completed in thc.near future. Turther vinyl

chloride testing is under consideration.

MCA-3839
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-(b) Tcehnlcal scrvices. @ ¢ *

(1) The builder-developer proposing
n new subdivision which will have 10
or nmore dwelling sites will sceure the

) .services of a site planner, architect,

landscape architect, or engincer, reg-
istered or otherwise certified as qualificd
in the state in which the subdivision
1s Lo be constructed, to provide complele
planning, druwings, speclfications, and
supervision en land, street, utility and
grading development.

{2) Complete technical setrvices will
be obtained end paid for by the builder-
developer with his own funds.

(3) At completion of construction (or
when coustruction will be accomplished
in phases, at the end of exch phase), the
person who s qualified and registored or
certified in the state in which the sub-
division is to bo constructed and {s pro-
viding supervisory services during the
period of work shall notify the FHA
County Ofice in writing that all work has
been combpleted in substantial conform-
ance with the approved plans and speci-
fications,

*
2. Amend § 1804.67 as follows:

§ 1801.67 Strects.

() New subdivisions and expansion of
existing subdivisions,

(1) Streets must conform to master
street plans, design standards and con-
truction specifications of the applicable
public body, city, town, county or state
and the requirements of the FHA. De-
velopments with moxe than 20 sites shall
have two sccesres avallable, unless an

exception is granted by the State
Dirceotor.
[ ] * [ ] L] L ]

(42 US.C. 1480%:; dclegation of authority by
Beo, of Agrl., 38 FR 14344, 14048, 7 CFR 223
delegation of authority by the Asst, See, for
Rural Development, 38 FR 14944, 14982, 7
CFR 2.70).

Dated: April 15, 1974,
FrANK B. EtLlorT,

Admintstrator,
Farmers Home Administration,

(FD Doe.74-0152 Flled 4-18-73;8:45 am)

DEPARTMERT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
[21CFRParis 3102nd 700 ]

VINYL CHLCORIDE AS AN INCGREDIENT OF
B}él%g AND COSMETIC AEROSOL PROD-

Notice of Proposed Rule Making

In {he Froorran Rucis1ER of May 117,
1973 (38 FR 12931), the Commissioner of
Food and Drugs published a notice of
proposed rulemaking for prior-sanc-
tioned polyvinyl chloride (PVC) resin,
Polyviny] chloride is a polymeric resin
produced by polymerization of vinyl
chloride which was used as a component
of food packaning materials prior to the
passago of the Fcod Additive Amend-
ments of 1958 and which has been widely

FEDERAL REGISTER, VOL. 39, NO. 78—MONDAY, APRIL 22, 1974

PROPOSED RULES

used aince that time, Only certain for-
mulations of PVC, howcever, are prior-
sanctioncd for use in food packaging and
therefore are excipt from classification
as food additives and jaay be used with=
outl pre-marketing clearance by the Food
and Drug Administration.

Early in 1973, the Food and Drug Ad-
mindstration began receiving reports of
possible migration problems of ingredi-
ents of PVC bottles then being test mar-
keted for distilled spirits, As a reswit of
furiher analytical testing, the Commis-
sioner published the Mny 17, 1872 pro-
posal wherein he concluded that the use
of PVC for the packaging of alccholic
foods may cause such foods to be adulicre
ated. No PVC bottles have been used for
such purposes since then, ‘Aftor the pub-
lication of the proposal, the Commis-
sloner began investigaiing scientific re-
ports regarding the possible migration of
PVC container ingrecdients to nonalco-
holic foods as well. Agency action on this
matter and on the carlier proposal is ex-
pecied to be published shortly in the
Frosral ReGISTER. The Commissioner is
also considering the applicability of this
Information to various drug products
packazed in PVC, and to various devices
composed in whole or in part of PVC
whichh may come In contact with drug
finids, or which may be inserted or im-
planted in the hwnan body.

Because of the broad interest in the
subject of vinyl ehloride by both the pub-

ic and the scientific community because
of its potential as a scrious threat to the
public health, thz Commissioner has un-
dertaken an ageney-wide effort to explore
the problem in connection with these
products within the jurisdiction of the
Food and Drug Adnministration and to
fashion the sppropriate yegulatory ac-
tions that should be taken to assure full
protection of the public healtl:. Repre=
sentatives of this agency are also moni-
bers of a Federal inter-agency task force
formed to gather data on the oversll ef-
fect of vinyl chloride on the total ene

.vironment anad to initiate coordinated ac-

tion to minimize this inpact.

In connection with this search for in-
formation, the Commissioner is parlicu-
larly interested in recelving data in re-
sponse to the following points relating to
the use of polyvinyl chiloride i1 ¢ontain-
ers for food and cosmetics, and in de-

vices:

(1) The extent of usage of polyvinyl
chloride by type of container or container
liner and type of product.

(2) The viny! chloride content in poly-
vinyl chloride used to manuwfacture or
line various food and cosmetic containe-
ers, including deseription of the methods
and extraction systems used to determine
ihis content.

(3) Therate and level of vinyl chloride
extraction from the aforementioned con-
tainers or thielr liners by varlous foods
and cosmetics, including datn derived
after perfods of storage.

(4) The rate and lavel of percutancous
nbsorption of vinyl c¢hloride from Cos-

meties and devices wlien in eontact with .

the skin or mucous membrane,
(5) The vinyl chlorice content of varl-

' 11215

ous drup fluids after they have been in
contact with deviees comporned in whole
or in part of polyvinyl ehloride.

(6) The eifcct on blood and tissues
of vinyl chloride extracted from devices
composed i whole or in part of polyviny
chlorido inseried or Implanted in the
body.

All persons In possession of sueh data
arc urgently requesied Lo subniit it to the
Food and Druig Administration in writing
tpreferably In quintupleate), if at all
possible on or before June 21, 1974, Thts
data should be sent Lo the Hearing Clevk,
Food and Drug Administration, Roor:
0-G6, 5600 Fishers Lane, Rockville, MD
20852, Received data may be scen in the
above office during working hours, Mon-
day through Friday.

The Commissioner recently received a
petition from the XHecalth Research
Group, 2000 P Strect NW., Washington.
D.C. 20036, proposing to prohidbit immedi-
ately the continued use of vinyl chlovide
as a eonstituent or propellant of cosmnctic
aerosol products and of polyvinyl chlo-
ride as o container materiul for any cos-
motic product which can lench out ce-
tectable amounts of vinyl  ehlovide frora
the polyvinyl chloride container mate-
rial. The petitioner contends that theve
Is substantial evidence that viny} chlo-
ride monomer is carcinogenle.

A copy of the petition and letter of
iransmittal to the Commissioner are on
file in the Office of the Hearing Clerk.

The Commissioner hsas reviewed all
cosmetic product Ingredient statemonts
on flle with the agency, representing an-
proximateiy 50 perecnt of current marke:
formulations. as of February 1, 167+, and
has ascertained that no Information ex-
Ists In these files indicating use of vinyl
chloride in ecsmetic asrosol preducts.
Furthermore, the Cos:metie, Tofletyy and
Fragrance Association, Ine, (CTFA), has
informcd the Food and Drug Adminis-
tration that the results of a recent wele-
phone poll, covering 26 companics in-
cluding the major acroso! hoair s
manufacturers, show that no e
contacted has manufacuired faiw.
containing vinyl chlovide sinie
1973. In 1973, according to thi= il uas
tion, two companies produced vinyl cklo-
ride-contiaining products with & total
yolume of approximateiy 1,625,000 units.
The CTFA estimates that the percentage
of hair spray cans manufactured in 1073
which contained vinyl chloride is less
than 0.4 pereent. A copy of the infor-
mation received from the CTFA is on
file in the Ofce of the Hearing Clerk.

There §s no known past or prosent
usage of vinyl chloride as a propeliant
in food aerosol products. Any such use
without a food additive requlation would
be a violation of the Federal Food, Diug.
and Cosmetic Act.

With regard to drug products, the Food
and Drugy Administravion hes recently
reviewed Jts flles and conducted p sur-
vey of all known druz mantfacturess of
acrosol products to delormine the extent
to which vinyl chloride is rsod as a com-
ponent, including propeliant, in such
products, The only known use of vinyl
chloyide in drug products has been as a

. ’
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propellant in acrosel preparations, While
all the informution requested in the
.BuUrvey was not supplicd by mianufnce
*turers, the review of the asency jiles and
preliminary results of thie survey indi-
cate that vinyl cliloride is niot currently
being used in acrosal druz producls,
There are no approved new drug appl-
cations for vinyl chioride as & component
of any drua. There Is evidenze, however,
that manufacturers of some over-the-
counter drug producis used vingl chioe
xide as o propeliant until 1973,

To detersiine the full extent that viny!
chicride Is uscd in drug products and to
determine i any sdditional action is
nceded to protect the publie, there is
published clsewhere in tlds issue of the
Feprran RoclsTez, & notice, pursuant to
$ 132.7(a) (%) (21 CFR 122, 7{a) (D), of
the regulations under the Drug Listing
Act of 1972, reguizing all registrants to
submit a lst of all druy products mar-
keted containing the Ingrecient vinyl
chloride or packazed in coatainers com=
posed of or Lir.ed with polsvinyl chioride.

The Commisstoner has determined
that there sre suflicient scientific datz on
which to base = decislon that: (1) vinyl
chloride presenis an unnecessary horard
1o the public health when it {s used as
an ingredient In cosmelic acresal prod-
ucts and that such use thould be banaed,
and (2) vinyl chioride, when used as on
inzredient in drug acrose! products, is
net genorally racognizod ns safe and of-
foctive, Is & new drug within the meaning
of section 201(p) of the ¥ederal Food,
Druz and Cosnmetie Act, end requires an
apmoved new drug applicstion as a con-
dition of morketing.

Tuere -Is ample cvidemes that vinyl
chlorido Inlalstion can risult in acute
toxicity manifested by an array of eynid-
tons, Including unconseiousness as & re-
sult of high concentration of inhalatlon,
Cardinc eilcets, bone changes, und de=
generative changes fin the braln, Mver,
and kidneys have aiso been reporied in
animals. Reporied studies alse demwon-
strata carcinogenic effects in animais as
2 result of inhalation exposure w vinyl
chloride. Of most sipnificance, however,
15 the fact that vinyl chloride has been
lnked 1o liver disecase, including liver
esreer, In woriers engared In the polye
merization of vinyl chloride to PVC, The
scientific articles providing this evidenco
are on file {n th.e O3lce of the Hearing
Clerk. In view of this evidence, the Com-
missioner concludes that thie banning of
vinyl chlorids as an ingredient in drug
and cosmetic acrosol products is re-
quired, These producis are often uscd
in the confnes of a small room where
tho Jeva! of viny! chloride to which the
individual may be exposed, although
usually only for & short time, could he
significantly in cxcess of the safe level
established in counection with occupas
tional exposure.

As a corollary to this concluston, the
Commissioner has reguestzd «ll known
manwfacturers of such products with
supnlies still on the market to reeadl
theso supplics from the market to the rae

-tall leval, and similar requests will bo
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made of any additiona) such manulac~
turers if and as they are located,

Two cosmetic acro:ol halr spray manue
facturers commenced suech recalls ns of
Aprll 2, 1974 and & drug and cosmetio
manufasturer, ientiied cofter a file
search, bepan recall of seven drug cnd
thréo cosmelic aevosol products as of
Aptll 8, 1074, follow.ng qul Anril 4, 1974
requess,

Thersfore, pursuant {o provisions of
the Federal Food, Drug, end Comctic
Act (sees. 502, 535, G01(a), 201(a); 52
Stat, 1050-1035, as amended: 21 US.C.
352, 355, 361(a), 271(a)) and under cu-
thority delegaied to the Commissioner
of Tood and Druys (21 CTR 2,120), 1t Is
proposed that Parts 310 and 708 be
amnended as follows: .

1. By addizgz o new § 310.506 10.8ub-
part E of Part 310 to read as {oliows:

§ 310.505 Usc of viny! chloride a3 an
ingredient, Including propelinnt, of
acrosol drug products.

{a) Viay!l chloride has been used as &
propellant in acrosol Arug preparations.
Evidence indicates that vinyl chlorfde
inhalation can result fn acute toxicity
manifested by dizziness, heacache, dis-
orientation, and unconscictiencss where
inhaled ot high corcentrations. Cardiae
cffects, bone chanzes, and desenerative
changes in tle brain, liver, and kidneys
have been reported in aniranls, Studies
also demonstrate carcinogenic cfiects in
animals as a result of inhalation cxpo-
sure to vinyl chloride. Recently, vinyl
chlovide has been linked to lver disease,
ineluding liver eencer, In workers en-
gaged in the polymerization of vinyl
chloride,

{b) The Commissicner finds that there
is a Iack of general recognition by quait~
fied experts of the safety or cffcetiveress
of aeroszol dnig preparations containing
vinyl chlorkle as an ingredient, Includ-
Ing propellant. Therelore, any stuch prod-
uct coutafairnz vinyl chioride is o new
druz and a rew drugr appltication ape
proved under section 505 of the Federal
Pood, Druz, tnd Cosmetic Act is re-
quired for markeling.

(c) A completed and signod “Notice
of Cluincd Investigautional Zxemption
for a New Drug” (FFerm FD-1571), os scb
forth I §312.1 of this ehzpter, Is re-
quirad to cover clinieal Investigations
desigmued to obialn evidence that such
preparations arce safe and elective for
the purposcs intended.

(d) Any such drug witiun the juris-
diction of the act which is not in ascord
with this regulation is subject to rezula-
tory action. .

2. By 2dding a new § 200.14 to Subpart
B of Part 700 Lo read as follovs:

£700.1% Use of vinyl cllorile as an 1a«
gredient, including propellunt of cose
mictie acrosol products,

{a) Vinyl chloride has been used as an
ingredient in cosmetic aerosol produets
ciuding Laly sprays. Where such noroe
50l products are uscd iIn the confines of
o sinall room, as is often the case, tho
level of vinyl chloride to wlich the {ndi-

vidual may hs exposed could be sipnia.
cantly In excess of the safe lovel esiabe
lished In connection with occupational
exposure, Lvidence indicates that vinyl
chioride inhulation ean recsult in acu'e
toxicity manifested by dizzincess, head-
nche, disorivntation, and unconsclouse
ness where inhuled at high coneentrne
tions. Sludies also demonstretle carcizio-
genic effects in aninals as o result ¢f
inhalztion cxposure to vinyl chioside.
Murthicrmore, vinyl ehloride has recent!ly
beea linked to liver disense, including
Uver eancer, In workers engated in the
polymerization of vinyl chlorica, It is the
view of the Comnmissioner that vinyl
chloride is a dcleterious substance which
mAay render eny cormelic aerpsol prode
uct that contains it as an ingredient
injurious to users. Accordingly, any cos-
metic nerosol preduct contnining vinyl
chlorido as an ingredient is decmed to Lo
adulterated under soction 601¢z) of {ha
Federal Food, Drug, and Cosmetic Act.
(b) Any cosmetic aerosol procuct con-
talning viuyl chloride ns an ingreciont
hipped within the Jurisdicticn of the act
is subject 1o reguiatory nctlon.

Intorcated persons moy, o or belora
May 22, 1074, file with the Hearing Cler,
Pood and Drug Administretion, room
6-£6, 5000 Fishers Lane, Rochville," MD
20852, written comments (prcferably in
quintuplicate) regarding this proposal.
Conuments may be accompaliled by a
memorandum or bricd In  support
thereof. Recelved comments may ba scan
in the above office during working houss,
Afonday through Iriday.

Dated: April 16, 1974,

A. 2. ScreroT,
Commissioner of Food and Drugs.

[PR Doc74-0233 ritcd 4-19-74;8:%5 am}

DEPARTLIENT CF
TRANSPORTATION

COAST GUARD
[33CFRPart117]
[CaD 74115)

NEW RIVER SCUND AND STRANAHAN
RIVER, FLA

Proposcd Dravebridpo Oporaticn
Regulstions

At the request of the Florkia Yaclhiw
Club Council, the Coast Guzrd is con-
sidering revoking the resulations for the
East Las Olas Boulovard drawbridie
across the Atlantic Intrasoastal Watler-
way in Fort Lauderdale, Florida, to re-
quirs that the draw open en siznal. Pres-
ent regulations allow closed poriods from
November 15 through May 15 from 7 am.
to B pm. during which the draw necd
only open on the hour and half Rour. Tuds
change is being considered for the fol-
lowing reasons: .

(o) The reculations presently in fexeo
were issued on March 35, 1850 8 ¥d
1401), and were amonced on July 2, 1023
(18 FR 3782), Oclober 20, 1655 (22 ¥Io
£118), ond October 20, 1855 (21 £ 6654) .
Thicse reguintions were issued to osse v~
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the denia) order Issucd against the ree
shondent on February 28, 1872 37 FR
5306).

Dated: April 32, 1076,

’ RACER ., MEYER,
Dircclor,
Office of Eaport Administration.,
[FR} Doe.74-0080 ¥lled 4-10-74;8:45 am])

CONMPUTER SYSTEIAS TECHIUCAL
ADVISORY COMMITTED

Notice of Meeting

Pursuant to the provisions ef thie Fed-
eral Advisory Committce Act (Pullic
Law 82-33). notice is hereby given that
a meeting of the Licensing Procedures
Subgroup of (he Computer Systems
Technical Advisory Commitice will be
held Monday, Amrit 29, 1974, av 1
p.m, in Confcrenc: Room A, Main Con:-
merce Dullding, 14:th and Constilution
Avenue, Waushinglor, 'D.C,

Members n.dvise the Office of Export
Administration, Durcpu of Iast-Wesy
Trade, with respect lo questions (nvolve
ing technieal matters, worldwide avall-
ability and actual) uilization of nrodue-
tion and tzchnolozy, tnd Heenzing pro-
cedures which may zifoet the level of
export controls apulicable to computer
sysiems, Including technical data re-
laled thereto, and including these whose
export s subject to multiluieral
(COCOM) contrels. ~

Agenda items ave as follows:

1. Opentlng remarks by the Chafiman,
Computer  Systems Techuicd  Advisory
Comniittae,

3. appotatmapt of swenroup ehiirnnn,

3. Prescatation of pupers or comnienis by
the publie.

4. Discussion ©f export licenzing proce-
dures relating to computer systomns.

5. Exccutlive Ecssion: Continuation of dis-
cussion’ ol cxport lcensing procedurcs,

The public will be permitted to nttend
the discussion of exenda jtems 14, and
& limited number of seats will be avail-
able Lo the public for these agenda items.
To the extent time poermits, members of
the public mzy present oral statements
to the subgroup. Iaterested persons wre
also invited to file written statcinents

- with the subgroup.

With respeet to agendla item 5, “Exec-

utive Session,” the Assistant Secretory of .

Commerce for Adisinisiration, en Do«
cember 20, 1673, deteymined, pursuang
to section 10(d) of Public Law 92-163,
that this agenda item should be exempt
from the provisions of scctions 10 (a) (1)
and (a)(3), relatinz to open mectings
and public participation thercin, because
the meocting will be concerned with mat-
ters listed In 5 U.S.C. 552(b) (1),

Further ihformaticn may be obizined
from John L. Collins, Chalnnan, Com=
puter Systems Technieal Advisory Cona-
mitlee, TBL: World Trade Corporation,
1001 X Street NW., Washinglon, D.C.
20006 (A/C 202-833-CU0D),

Minutes of those portions of the mect-
fng which arec open {o the public will
be avallsble 20 days from the date of
the meeling upon wiitterr request ad-

FEDERAL
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drossed to: Central Reference and Ree- halation can result in acule lostcity
ords Inspection Facility, US. Depart- manifested by an array of symptoms in-
ment of Comumerce, Washington, D.C. cluding unconsciousness ps 2 resuit of
20230. | . T high concentintion inhalalion. Cardiae

Dated: April 17, 1974, eflccts, bona chanes, and degencrntive

well. Because ef this it Is nocesersy to
give special study to such puckagine
materinl to determine if it & sale for i
intended use.

For thesc reasons it §s coscutinl tht
the Comimicsioner hove knewledse of
every drug product eurrcntly maiizetod
in the United States thal comains vinyl

changes in the brain, Hver, and kidners

. Ravrn . MEYER, have also been reported i animals. In

Director, Ofice of Exporl Ad- addition, there are studiss demonsirat-

- inistration, Durcan of Lest- ing the carcinogenic effests in animaly

West Trade, Depariment of  asarcsuiof inhulatien expostse 40 vinyd

. Conemscree. . chloridle, and it has Leen linked to liver

ITR Dac4-0029 Filed 4-19-74;8:45 am)  discase, including liver cancer, in worie-

€13 engaged in the polysnerization of the

DEPARTHENT OF HEALTH,  Mamer i pobinslcldonde. v reu

EDUCATION, AND WELFARE . produce Armerimsion tor v

3 v m \;gxd xl';:y po&mi\:...a‘.lon ol vinyl

cod and Gru inistration oride, is usc rug paciaglig

F °d(N:DiL\F ‘:‘:T’arvx materinle. There §s evidence of vinyl

N0, §8=230Y chloride migration when polyvinyl chlo-

AGRITRONICS CORP. ride is used in packaging mazterial for

Assitronics Swine Fremix T-5; Withdrawet Dreducts contninhug alcohol. There Lave

¢ Approval of New Animal Drug Application 8’:3 bggn ;gllaoritsrgf tl;ﬁ fosibla m!-.‘:m—

yvinyl chloride c¢outainar

Pursuant to provisions of the Federal aredions -ala N PTI

Food, Drug, and Cos:netic Act (sec. 512, ingredicnis o non-alcoholic producls as
82 Bizt. 343-331; 21 U.S.C. 360b) and
under authority delogated to the Com-
miszicher of Food and Drugs (21 CFD

2.120), the following notlce is fssucd:

Agritronies Corp,, T11 24th St, Des
Moines, TA 50211, has requested that Its
NADA (new animal drug application)

No. 40-256V be withdravwn is accordonce  ehilorids as an Ingrediond, and inforcia-

with §135.28¢d) (21 CTR 135.20(d)) en  tlon regarding every marketed drug

the zrounds that the drugz is not belng  product packaged in & polyvingl ellorile

markeled. Notice Is given that approval container or In a ecatainer Mned with

of NADA No. 42-226V for Agvitronics poiyvinyl chloride. Sush information is

Swine Premix T-3, tivch containg ty- | necessary for delermining if there ic ade-

losin and sulfamcthazine, 1S hereby gquatt evidenee whelher drugs contafaing

withdrawn, viayl ch!&ri;ife or paekaged i eontainers

Efcctive date, T fce shall be ¢f- Commposed of, or limed with, polyvinyl

xectiﬂv s Apitt 95 197’;“‘ notice shall be ef-  cnioride are sufe and efjective jor theis

g intended purposes and whut action, §t

Dated: April 15,1074, ;;mri lls requircd to proteet "the public

ealth. :

‘ SauD. Fine,
Assoclate Commissioner Seetion 51001 (3) of the ncl, as added
Jor Compliance. by the Drug Listing Act of 1572, author-

Jzes the Comuuissioner fo reguirs each
registrant under section 510 of vhe act
to submit a list of each drug product
HUMAIC DRUSS CONTAINIMNG VINYL which the registrant is rmanufaciuring,
CHLORIDE CR PACKAGED IN PCLY- Dreparing, propagating, compounding, or
VINYL CHLORIDE CONTAINZRS proces]slng for commerciel distribution

. e .. 4 vl

Notice to Drug Manufacturers, Packers, ::;‘él ‘:\1‘,’5,, ‘{f,‘;‘%’f}f,;ﬁif;f.fc"}“;;:“,"j’;
and Distributors a finding that the submission of such

Elsewhere in this issue of the Proesar & list Is necessary to carry ous the pur-
RecissErR (39 FR 14215) the Commis- poses of the act. For the reasons stated
sioncr of Food and Diugs has proposed above the Commissiondr so fncs with
that 21l aerosol drug produets eontnining  rezard to drugs containinug vinyl chie-
vinyl chloride as n componcent, including ride. As packaginy materials ave an
propellant, are new drugs and subject to  Integral part of the &11:2 produci, the
regulaiory proceedings-uniess the prod- Commissioner also so finds with regard
ucts are the subject of new drug appli- to drug products packagzed in polyvingl
catlans approved pursuant 1o section 505 chloride containers or in containers wisl:

of the Foderal Food, Drur, and Cosme- polyvinyl chicride lners,

tic Act. That proposal s hased on seien- In adadition o the required dst of &ruprs
tific data demonstrating that vingl chlo. conaining vingd caloride and a roguired
ride {s not generally recognized a3 sule  lst of drug preducts packaged in poly-
and effective as o component, including  vinyl chiloride centalners or &y containers
propellant, of a drug product. with polsvinyl ehloride Yners, the Gomne-
The Food and Drug Adminietration is missioner is requesting, but not requir-»
aware that vinyl chloride bus been used  ing, that ecrtaln olber infonmation be
as a pooptliant in acrosol dn:z prepara.  submit’cd. The Commissiouer acknewl-
tions, bul has no information that vinyl edgces ihat soma of Lo information bolng
chlorice Is curvently being uzed In the Tequested has tlsa been recuesies In the
mmmmctu‘rc of druz producis, There §8  repulations impleraontiue the Daug Liss-
ample evidemee that vinyd ehloride in- fng Act ¢f 1972, und will be availabie

[PR Doc.74-0114 Filed 4-19-74;8:45 am}
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fromu thil source. Yowcever, I will greatly
shaplify the compilntion of this infors
mation if it is includcd in this subd-
mission.

Therefore, pursunnt to the provisions
of the Federal Food, Drup, end Cosmetic
Act (sees. 201, 510, 701(a), 62 Siat. 1050~
1042, ns amended, 1052, as amended,
1055, as amended; 21 US.C, 321, 3060,
371a); 42 US.C. 262) and under au-
thority cdelerated to the Commissioner
(21 CFIv 2.120), each regisirant under
scction 510 of the nct is required to sub-
mit to the Food and Drug Administra-
tion a list of-ull human drugs which are
being manufactured, prepared, propa-
gated, ecompounded, or jwocessed for
comymereial distribution and which con-
tain vinyl chloride whether or not the
vinyl chloride is an active or inactive in-
gredient and a list of all human drug
products packnged in polyvinyl chloride
containers or in containars with poly~
vinyl chloride liners as follows:

1. Reporting firm name, address, and
reglxtr.nlo.v. nu.mbcr.

2. List of drugs containing vinyl chlorido
(by irida name, if any, and tutablished
name, iIf any) and a st of oy products for
ehich polyvinyl ehloride is used as & cohe
tainee or & coutainer liner (by trade noie,
if any, and establishoed narmie, if any).

It is requested but not required that
the following information also be sube
mitted:

3. Nationa! Drug Code (NDC) If vhe hns
been ansigied.

4. A rlatement whettier the drugg 85 raare
keted over the counter or limilcd to pre-
scription disiribution.

5. Route of adininistration.

8. Amount of vinyl chloride i averags
daily dore,

7. Quantity of drug distributed (number
of dozage untiz) during previcus 12 nionths,

8. A copy of the lubel and labeling.

“In addition to the Informntion requested

n items I through 8 (excluding ilem 6)

- for drug products packaged in polyvinyl

chloride centainers or ju containers with
polyvinyl ehloricte liners it {s roquested,
but not required, that the following in-
formation be subinitted.

8, A statement of ths vinyl chloride con-
tent In polyving! chiloride used for the manue
facture of the drug cuntafur or coniainer
Iining, Include duxcription of the methods
ang extraction systeins used to deleniine
this content. If this fnformation is not
kaown, provide the niume snd nddicss of the
drug contniner or container liuer supplier
aud/or menufaciurer.

10. The rate and Jevel of extraction of
vingl ehloride from the polyvinyl chloride
coutainers or contalner liners by the particu-
Inr drug or by any othor extraction or rolvent
lysteml, including data derived after periods
of storure, Whero such juformation i not
¥nown, Dut is or may bo avallebie from the
ruppller or monufacturer ¢f the coniniter
or liner, provldo ihe narae sud address of
such supplier or manuacturer,

11, The rato and levet of abeacption of
vinyl chloride as an Ingrdicnt or of viny!
ehleride extracted from o polyviayl chlorido
eontulnr or Miee by the drug coututncd on
an average doily dose. Wiero such fuformae
tion 15 not known, but i3 or may be nvraileble

. from the suppliee or manufacturer of the

contulner or lavr, provide the name and
address of such supplior or manufucturer,

FEDERAL
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12. Namne and nditress of tho mnanufesturer
of tho polyvinyl chilorido resin, where such
information Is known.

. Thi; information shall bo submiited

0! -

Dopartment of lcalth, Edueation, and Wel-
furo

FPocxl &ud Drug Administration

Dureau of Drurs, Drug Listiug tall (II'D-7)

85000 1Yshers Lano

Rockville, D 20853

by May 22, 1974,

Dated: April 15, 1974.

A. M. Scrireo?,
Commiissioner of Food and Drigs.
[FR Doc.74-0231 Tiled 4-10-74;8:45 nm]

ADVISORY COMIMITIEES
Notice of Meetings

Pursuant to the Federal Advisory Com-
mittee Act of October 6, 1972 (Public
Law 92-463, 85 Stat. 770-776; 5 US.C.
ADp.), thie Food and Drug Adminisira-
tion announces the fo lo‘:'lng public ad-
visory committes meotings and other re-
quired information in accordancs wiih
provisions set forth in section 10(a) 1)
and () of the act:

Comwittee

Dats, thae,
nwiue 1

Ty of mocting
place ond

contict person

May&and 9,8

3o Ponel on
., Confer

Opon May &, 0 aun.
Jteview of d

16 10 aan., el

Ingrreal ceues Roun ©,  May s ulter tu
Analyeslc Farklvan ., closed )h,y %
Bwhading nide., #is) Lro

Atiiriile Tiadwre Lune, )mum iy -0
nitie Yeokviile, WY ‘ 1.--'xc,

13,28 Md. ok
braze 20572, 3913 :s-u.a

Durpose. Reviews and evaluates avail-
able mfo"mn.tion concerning safcty and
cffectiveness of active ingredients of cur-
rently marketed mn-m‘cscrlptlon drug
products containing intcrnal analgesio
agents,

Agenda. Open session! Comments and
presentations by intcrested peisons.
Closed sassion: Continuing review of
nonprescription internal analgesic drugs
under investigation.

Cunumaitive Date, thre, Typo of mecting
nnine place and
. eontact persan
2. Pancl an May 11,9 a.m., O<ngan. t210
Iteview of  Jiotel Utalt 8. m.. c.u-u! aflor
Ol Muter I .:e, b o5 K.
padic Bl Luk \ruh\ (lll .\!-l.o),
Devives City, U t..h. B2 Fishiers Lauo,

Ruekville, Md.
dusii2, Yol-113-3550,

Purpose. Reviews and evzluates avails
able daw. concerning safety, cUeclive-
ness, and reliability of orthopacdic de-
vices currently in use.

Agcunde. Open session: Comments angd
presentations by interested porsons.
Closed session: Coantinuaticn of review of
previous classification resulls and fdene
tification of specific arcas for standards
for those devices classifled as roquiring
standavds,

) g0, 1

. 112058
Commm’»o * Date, thiua, Typo of meothy
naine pluce n
oMbl jatin
May 22anl 3, Oren Moy

§. Prnel on
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fean Denit.d Ay 22t
Araatuth o aa,, elued Moy
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Reanedy, iy,
gllll i-lal "u)

Yol Aot 15- 078,

Purpose, Reviews and cvaluates avail-
able data concerning the safcly, cucc-
tiveness, and reliability of dental devic
currently in use.

Agenda, Open session: Commients and
presentations by interested persons: dee
vice classification; and device lezisla-
tlon. Closcd session: Continuing review
and classification of dental devices.

Agzerida ftemns are subject to chanze &8
priorities dictate.

During the open ressions shown ab*\' .
interasted persons may present reievant
information or views orany to any coe
mittee for its eonsideration, Information
or views submnitled to sy committec in
writing efore or during 2 meetineg .sh"ll
also be considered by ihe committee.

A list of commiitee members end sume-
mary minutes of meetings may be ohe
tained from the centact perssn for the
commitiee both for mectitgs open to
the public and those mastings closed lo
the public {n accerdance with sectior
10(d) of the Federnl Advisory Comm‘t-
tea Act.

Most Food and Dzug Adminlistration
advisory commitices are eyeated to ad-
vise the Commissioner o! Food £nd
Drigs on pending ro *ul::tors' malioiy.
Recommendations mace by the commii-
tees on these matters are intended to
result in action under the Federal
Food, Drug, and Cosmetic Act, and thesa
comniiitecs thus necessariiy participate
with the Commissioner in exereising his
law enforeement respensibilitios,

The Mreedom of Information Act ses~
ognized that the promature dixglosure
of repulatory plens, or indeed intcrnsl
discussions of alteynative resulatory ap-
proachies to a specifie problem, could
have adverse effects upon bsth muitlic
and private interests, CO:’:U.CSS reecy
nized that such plass, ever when fnal-
ized, may not be made fully availadla
in advance of the efective dnle witlicus
damage to such intevests, nnd thereiore
provided for this type of discussion to
remain confidential, Thus, law enforce-
ment aclivitles have long boeen recox-
nized as a lepitimate subject for conil-
dential consideration.

These conunittees often must co.“.df >
tracde scerets and oihier ¢onfidential in-
formation submitted by perticwar man-
ufacturers which the Feod elid Druy
Administration Ly law may not éiseless,
angd which Congress has incladed within
the exemptions from the Ireedon: of
Information Act. Such informaticn ine
chuwdes safely and edectivenuss rdorniie
tion, procuct fornulation, and manu-
facturing methods and »roccdures, all
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