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1. INTRCDUCTICN CF NEW MEMBERS AND GUESTS

Dr. V. C, Baird introduced new members and guests,
1I. APFROVAL QOF MINUTES

The chairman asked if there were any corrections or additions to the
minutes of the 27th meeting of the Medical Advisory Committee, held April 27, 1959,
in Chicago.

ACTION: It was regularly moved, seconded, and unanimously .
passed that the minutes be approved as distributed.

III. CERTIFICATE OF APPRECIATION

Mr. D, T, Staples, chairman of the Medical and Health Committee of the
Board of Directors, presented a Certificate of Appreciation to B, B. Reeve, M. D.
of the Standard 0il Company (Indiana).

Dr. Reeve responded with & brief history of the origin and early
activities of the Medical Advisory Committee.,

IVv. SUBCOMMITTEE REPORTS

A. Operating Subcommittee

Dr. Clark Miller presented the report of the Operating Subcommittee, re-
viewing ths various recommended actions. This report is attached as Appendix A.

ACTION: It was regularly moved, seconded, and wnanimously
passed that the actions of the Operating Subcommittee
be approved and their report de accepted.

B, Program

In the absence of B. K. Linder, M, D., chairman of the Program Sub-
committee, Leo J. Wade, M. D. presented the report for this group. Next year the
Industrial Hyglenists have been asked to prepare the program for the round table
discussion,

ACTION: It vas regularly moved, seconded, and unanimously
passed that the report of the Program Subcommittee be

accepted.

C. _Atmospheric Pollutants

Chairman J. C. Ruddock, M. D, reported on the activities of his sub-
comittee. The minutes of his subcommittee are attached as Appendix B.

ACTION: It was regularly moved, seconded, and unanimously
pasgsed that the report be accepted.

D. Cg - C12 Aromatics

Kieffer Davis, M. D., chairman, reported on the activities of this group.
A copy of the report is attached as Arpendix C.

ACTION: It was regularly moved, seconded, and unanimously
passed that the report be .accepted. API 07534




Y ,

E. Carcinogenicity

R. E. Eckardt, M. D., chairman, reported on this committee's activities.
His report is attached as Appendix D.

ACTIQON: It was regularly moved, seconded, and unanimously
passed that the report be accepted.

F. Dermatology

Leo J. Wade, M. D., chairman, reported on this group's activities. KEis
report is attached as Appendix E.

ACTION: It was regularly moved, seconded, and unanimously
passed that the report be accepted.

G. Epidemiology

George M. Saunders, M. D., chairman, reported on this newly formed sub-
committee. His report is attached as Appendix F.

ACTION: It was regularly moved, seccnded, and unanimously
passed that this report be accepted.

" H, Inhalation of 0il Mist

B. E, Bennison, M. D., chairman, reported on this newly formed group.
His report is attached as Appendix G.

ACTION: It was regularly moved, seconded, and unanimously
passed that this report be accepted.

I. Medical Policies and Administrative Practices

In the absencs of Ralph Schneider, M. D., chairman of the subcoummittee,
George M., Saunders, M. D. reported for the activities of this group. Dr. Saunders'
report 1s attached as Appendix H.

ACTION: It was regularly moved, seconded, and unanimously
passed that this report be accepted.

Je ical n

J. H. Hege, M. D., who was appointed chairman of this group to replace
C. B. Hine, M. D. who resigned, reported on the activities of this subcommittee.
His report is attached as Appendix I.

ACTICON: It was regularly moved, seconded, and unanimously
passed that this report be accepted.

K. Specialty Petroleum Products

J. W. Osborn, M. D., chairman, reported on the activities of this group.
His report is attached as Appendix J.

ACTION: It was regularly moved, seconded, and unanimously
rassed that this report be accepted. API 07535
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L. Toxicological Reviews

B. E. Bennison, M. D. reported for H. W, Gerarde, M, D., chairman of this
gubcommittee. The report of this subcommittee is attached as Appendix K.

ACTION: It was regularly moved, seconded, and unanimously
passed that this report be accepted.

M. Industrial Hygiene

J. A, Spence, chairman of the Subcommittee on Industrial Bygiene, re-
ported on the activity of this group. The report includes the activities of the
ASA representativee on Sectional Committees Z-4, 2-37, and 2-62., The report of
this subcommittee is attached as Appendix L.

ACTION: It was regularly moved, seconded, and unanimously
passed that the report be accepted.

v. REPORT CF LIAISON MEMBERS

A. Dermatology Studies

Leo J. Wade, M. D. stated that there was no activity to report.
B. Smoke and Fumes

J. C. Ruddock, M, D, reported on the activities of the Division of
Refining's Smoke and Fumes Committee. His report is attached as Appendix M.

C. American Medical Association

J. W, Osborn, M. D. reported on the activity of the AMA Committee on
Toxicology and the Interdivisional Committee on Labeling in the development of pro-
posed legislation on hazardous substances labeling. His report is attached as
Appendix N,

D. Interdivisional Committee on labeling

C. H. Baylor, M. D. reported for C. H. Hine, M. D. wvho has resigned.
His report is attached as Appendix O,

E. FMirst Aid Training

T. M. Frenk, M, D. reported on the activity of the Subccmmittee on First
Aid of the Centrel Comxittee on Accident Preventionm.

F. Wax Coumittee

R. E. Bckardt, M. D. reported on the activity of the Advisory Committee
to the Wax Research Project. His report is attached as Appendix P.

G. Quarantine Service

George M. Saunders, M. D. reported on this activity. His report is
attached as Appendix Q.
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H. Petroleum Food Additives

L. E. Curtis, M. D. reported on the activities of this group. Dr. Curtis
distributed an Industrial Hygiene Bulletin, prepared by his company, & copy of which
{s attached as Appendix R.

vI. BUDGET FOR 1960-61

C9 - C12 Aromatics $10,000
Kerosine Poisoning 12,500
Toxicological Reviews 5,000
Noise 2,500
Consultant 3,000
Administrative Expenses 1,000

Total $3%,000

ACTION: It was regularly moved, seconded, and unanimously
passed that the proposed budget be presented to the
Medical and Health Committee

vII. NEW BUSINESS

A. Reception for B. B. Reeve, M., D.

Dr. Baird called on Paul Halley who invited all members of the Medical
Advisory Committee, subcommittee members, technical advisors, and guests to a
reception given in the honor of B. B. Reeve, who will be retired early next year.

B, World Congress

Leo J. Wade, M. D. spoke on the need of supporting the World Congress on
Occupational Medicine, which will be held in New York in July 1960.

C. Air Pollution

Prof. Philip Drinker indicated thet any information he cbtains on air
pollution will be sent to the API staff in New York for distribution to the
Medical Advisory Committee and its technical advisors.

VIII. NEXT MEETING

The desirability of having the next meeting of the Medical Advisory
Committee and its subcommittees in conjunction with the Industrial Medical
Asgsociation Couference, in Rochester, New York, wvas discussed.

ACTION: It was regularly moved, seconded, and unanimously
passed that the next meeting of the Medical Advisory
Committee and its subcommittees be April 22nd through
25th, 1960 in Rochester, New York

IX. CONCLUDING REMARKS BY CBAIRMAN

Dr. Baird adjourned the meeting, stating hie appreciation of the great
value of Mr. E. O. Mattocks to the Medical Advisory Committee and its activities.

Approved: J. W, Hammond, Recorder
V. C. Baird, M. D., Chairman

12/28/59 API 07537




APPENDIX A-l
MIWUTES CF MEETING
OPERATING SUBCOMMITTEE OF THE MEDICAL ADVISCRY COMMITTEE
100 P. M,
Sunday, November 8, 1959
Conrad Hilton EHotel
Caicago, Illincis

TEOSE PRESENT:

V. C. Baird, M. D., Cheirman

Je W. o‘bom, M. D-’ Vice Chaimn

C. R. Miller, M, D., Secretary

L. B. Curtis, M. D., Past Chairman
B, E. Bennison, M. D. J. C. Ruddock, M. D.
Kieffer Davis, M. D. Ralph Schneider, M. D.
R. E. Bckardt, M. D. (Rep. by N. J. Roberts, M., D.)
E. W. Gerarde, M. D. G. M. Saunders, M. D.

(Rep. by B. E. Bennisom, M. D.) Jack Spence

J. H. Hege, M. D. leo J. Wade, M. D.

E. K. linder, M. D.
(Rep. by L. J. Wade, M. D.)

VISITCRS:
J. W. Hammond E. 0. Mattocks
I. IRTRODUCTORY REMARKS

V. C. Baird, M, D., Chairman of the Medical Advisory Committee and the
Operating Subcommittee, announced that Ralph Schneider, M. D. bad requested N. J.
Roberts, M. D. be his altermate.

II. APPROVAL COF MINUTES

ACTION: The minutes of the April 25, 1959 meeting of the Operating
Subcommittee were approved as distributed.

III. REPORT OF SUBCOMMITTEERS

A. Program

Leo J. Wade, M. D. reported, in the absence of E. K. Linder, M. D., Chair-
man. EHe indicated that the Industrial Hygienists have been invited to conduct the
round table session at ths next meeting.

B. Atmospheric Pollutants

J. C. Ruddock, M. D., Chairman, discussed pcssible financial arrangemente
to continue the work being done by Dr. Goldblett ip England. There still remains
$6,155.85 from the original $20,000 raised by the Division of Refining to support
the work on the study of the medical aspects of air pollution. Dr. Ruddock
explained that Dr. Goldblatt would be willing to continue his study for another year
if provision could be made to pay his expenses for travel, possibly to the United
States and to other places, aud other incidental expenses. The committee was of the
opinion that if $5,000 were made available to Dr. Joldblatt for travel expenses,
this arrangement would be satisfactory. It was further agreed that no time limit
thould be placed on the expenditure of $5,000.
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Dr. Ruddock discussed the policy of dlstributing informetion to the

Medical Advisory Committee members and technical advisors. He questiocned vhether
l aoy member of the Medical Advisory Committee should be permitted to submit to the

API staff material for distribution to the Medical Advisory Committee members
yithout having the material first reviewed by the chairman of the appropriate
gupcommittee. There was violent objection to this procedure. It was pointed out
that if a subcommittee chairman seriously objected to any distributed material, be
| could write & letter to the members indicating his objection. It was agreed
| gemerslly that it was the responsidility of each member of the Nedical Advisory
compittee to bring to the attention of the other members any data or articles inm
vhich he thought the members would have an interest.

€. Cg - C12 Aromatics

a——

l Kieffer Davis, N. D. reported that his subcommittee had hoped that this
project would be completed by July 1, 1960, However, the work on monkeys will
require an extension of time. They reccmmended that the budget provids $10,000
for the continuation of the work to December 31, 1960.

Dr. Davis requested that, if possible, more members be aseigned to this
subcommittes.

D. Carcinogenicity

R. B, BEckardt, M. D. reported that their scommittes had no budget
request. The final report from Kettering lLaboreatory cn their work had Just been
received by the subcommittee members. Dr. Bckardt requested that the report de
distriduted to the Medical Advisory Committee members and technical advisors and
they be requested to submit any comments they have to Dr. Bckardt prior to the
subcommittee meeting vith Kettering. The comments should be submitted prior to

Jaouary 1, 1960.

Dr. Eckardt questionmed whether the scope of the Bubcommittee on
Carcinogenicity should dbe broadened to take intc consideration carcinogenicity of
other petroleum producte, the inhalation of mists, and a review of litersture on
tbis subjeet for possidle inclusion in & new scopa. Dr. BEckardt asked to be re-
lieved as chairmen of thie subcosmittee. It wvas agreed that at the next sub-
comni ttee meeting they would consider tbe fallowing: an enlarged scope, possible
need to change the name of the subcommittee, and s suggested reconstituted
subcommittee.

8. Dermatology

leo J. Vede, M. D., chairman of this subcommittee, reported on the
survey he had conducted on "creeping eruption™ in the Louisiana area. His growp
had coneluded there is no major problem. They need more informstion before
Ay recommendation could be made.

API 07539
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F. Epidemiology

No cooment

6. Inhalation of Qil Mist

pm—

No pressing question on poliey.
g. Medical Policies and Administrative Practices

G. M. Saunders, M. D. reported for Ralph Schneider, M. D. This sub-
committee is planning & study of back injuries.

1. Physical Agents

J. H. Hege, M. D., Chairman, indicated that his subcormittee thought that
tbe API should continue its contribution to Dr. Glorig for the study of noise. KEis
group recommended that if any monmey could be made available that the API contri-
pution should be continued.

Dr. Hege reported that Title 20 of the Atcmic Energy Commission Regula-
tions was to be discussed at a public hearing. His group recommended that the API
develop & statement, if at all possible, to be read at the hearing. It vas
generally agreed that the Medical Advisory Committee members should be notified of
any such hearing in order that their companies could be present and submit a
statement, if the company thinks it is desirable.

J, Specialty Petroleum Products

J. W. Ogborn, M. D., Chairman, reported on the activities of their three
grant-in-aid projects studying the method of treating kerosine poisoning. Dr.
Osborn indicated the need to increase their suggested budget from their previous
recommendation of $7,500 to $10,000. This was necessary since the blood analysis
previously being run by Horace Gerarde, M, D., Eeso Research & Engineering Co.,
now will have to be run by the universities.

The desirability of discontinuing the work being done by Dr. Nau,
Uoiversity of Texas, was reviewed carefully.

K. Toxicological Reviews

B. B. Beunison, M. D. reported for H. W. Gerarde, M. D. and indicated
that they had no problems.

L. Industrial Rygiene

Jack Spence stated that the liaison members to the ASA Sectional
Comnittees would nov make their report directly to the Industrial Hygiene Sub-
committee.,

IV. 1960-61 BUDGET

The following was suggested for the new budget:

API 072-0
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Cg - Cyp Aromatics $10,000
Kerosine Poisoning 12,500
Toxicological Reviews 5,000
Noise 2,500
Consultant 3,000
Administrative Expenses 1,000

Total $3%,000

ACTION: It was regularly moved, seconded, and unanimously passed that
the above distribution for Medical Advisory Committee budget
of $34,000 be recommended to the Medical Advisory Committee
for transmittal to the Medical and Health Committee.

v. CERTIFICATE OF APPRECIATION

V. C. Baird pointed out the desirability of establishing a permanent
Certificate of Appreciation Subconmittee who would have the responsibility of
sutomatically recommending nominees to receive Certificates of Appreciation.

ACTICN: It vas regularly moved, seconded, and unanimously passed that
a permanent Certificate of Appreciation Subcommittee be
appointed, composed of the current chairman, vice chairman,
secretary of the Medical Advisory Committee, plus any
active past recipients of Certificates of Appreciation until
such time ag there are at least three active past recipients
vho will then become the permanent subcommittee.

vI. PUBLICITY

The desirability of securing greater publicity of the activities of the
Medical Advisory Committee wvas reviewed. The last issue of the Department of
Technical Services Newsletter contained several items on the activities of the
Medical Advisory Committee. The group, io general, thought this was very good.
They 4id not believe, however, that the activities of this group should be publi-
cized too extensively.

The desirebility of trensmitting to the Medical Advisory Comittee and
technical advisors the official transcript of the joint meeting which the Sub-
compittee on Atmospheric Pollutants had with the Public Health Service in
Cincinnati, was discussed.

ACTION: It wvas regularly moved, secondsd, and unanimously passed that
the transcript of the joint meeting of the Subcommittee on
Atmospberic Pollutants with the Public Health Sexrvice should
be transmitted to the Medical Advisory Coomittee and ite
technical advisors and the Smoke and Fumes Committee.

VII. SUBCQMMITTEE CEAIRMEN

It was generally agreed that the technical advisors as well as members of
the Medical Advisory Committase may become chairman of subcommittees.

ACTION: It was regularly moved, seconded, and unanimously passed that
technical advisors to the Medical Advisory Committee can pro-
verly becoms chairman of a subcommittee of the Medical Advisory
Commi ttee.

API 07541




Y :

-5. - A-5
y111, MAC MEMBERSHIP
m——

With the recent consolidation of subsidiaries into a parent company, the
question of the definition of a member on the Medical Advisory Committee was dis-
cussed. The API Board of Directors, at their April 21, 1954 meeting, defined
pesbers of the Medical Advisory Committee as follows: '"Physicians nominated by
petroleum companies, aand appointed annually by the Chairman of the Medical and
fealth Coumittee. These physicians may be employed by petroleum compsnies either
full-time, part-time, or as consultants."

| After revieving this definition, it was the opinion of the Opersting Sub-
comittee that the definition was adequate as it was written by the Board of
pirectors and did not confine membership from one company to a single physician.

ACTIN: It was regularly moved, seconded, and unanimously passed that
the Opersting Subcommittee's interpretation of the Board of
Directors' definition of Members to the Medical Advisory
Commi ttee provided for any number of physicians from a single
company.

IX. NEW BUSINESS

A. Alr Pollution Committee

A letter received from Richard A. Prindle, N. D., Chief of the Air
Pollution Medical Program, Division of Special Health Service of the Department of
Health, Education, and Welvare, dated October 28, 1959, to B. O. Mattocks, indicated
that they had formed an Air Pollution Committee which is a technical task group on
suto exhaust studies. This committee was formed by the Public Health Service for
the purpose of assisting in the coordination of research activities in furthering
cooperation between interested groups involved in the studies of automobile exhaust
air pollution. Mr. William Clausen represents the API on this comzittee, having
been appointed by Dr. Jerry NcAfee, Chairmen of the Smoke and Fumes Committes of
the Division of Refining.

ACTION: It was regularly moved, seconded, and unanimously passed that
the Medical Advisory Committee should inform Mr. William Clausen
that this group stands ready to offer to him any service
possible in the performance of his duty as a member of the Air
Pollution Committee.

B. Visitors

Dr. Baird indicated that he had asked Dr. Fraoklin Youdsr and Dr. B.
Dixon BEolland of the American Medical Association to attend the Medical Advisory
Committee meeting. Also, Dr. Colandrs, who did consulting service for Sinclair,
hed been invited to attend the MAC meeting.

ACTION: It was regularly moved, seconded, and unanimously passed that
the action of the chairman in inviting the three doctors to attend
the MAC meseting be approved.

C. Division of Refining's Smoke and Fumes Committee API 07542

Dr. Ruddock stated that he had been invited to appear before the
Divigion of Refining's Smoke and Fumes Committee and give & report of his Sub-
tommitteats activities. Dr. Ruddock agked if there were any cbjections to his
ippearing before this committee.
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ACTION: It was regularly moved, seconded, and unanimously passed that
Dr. Ruddock should accept the invitation to appear before the
Division of Refining's Smoke and Fumes Committee.

D, Dr. Malcolm Hargraves

emm—

Possible ways of presenting information on the petroleum industry to
Dr. Malcolm Hargraves, of the Mayo Clinic, were reviewed., It was indicated that
Dr. Roberts was a former member of the Mayo Clinic and could possibly help. The
staff was directed to collect all of the material relating to Dr. Hargraves'
| published statements on the petroleum industry and transmit them to Dr. Roberts for
nis review,

It was indicated further that Dr. Carl Nau of the University of Texas
would be very helpful in presenting facts to Dr. Hargraves.

L. NEW MAC OFFICERS

It was generally agreed that J. W. Osborn, M. D, should be recommended
for appointment to the chairmanship of the Medical Advisory Coomittee, It was
turther agreed that the new chairman, together with the staff and what other
agsistance he may chose, should recommend to the chairman of the Medical and Health
Committee the new slate of officers. The possibility of two vice chairmen was
briefly discussed.

E. 0. Mattocks, Recorder

Approved:
V. C. Baird, M. D., Chairman
12/28/59
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’ AFFadDIX 3-1

REPCRT OF SUBCCMMITTEE CN ATMOSPHERIC POLLUTANTS
Jobn C. Ruddock, M, D., Chairman

MINUTES
SUBCOMMITTEE ON ATMOSPEERIC POLLUTANTS
9:00 A, M.
Friday, November 6, 1959
Conrad Hilton Hotel
Chicago, Illinois

The meeting was called to order by the chairman at G:00 A. M. There
were 5iX wembers of the subcommittee pregent and 15 visitors.

Minutes of the last meeting, beld on September 22, 1959, at the Sheraton-
Gibson Hotel in Cincimnati, Ohio, were approved as presented.

DISPOSITION OF GOLIBIATT REPORT

A discussion, which considered publishing the report in book form for
general distribution,was carried on by the subcommittee, as well as the possibility
of publishing this report by USPHS; finally it wvas unanimously approved that
the matter be tabled until after the entire report had been received and reviewed
by the subccumittee. Publication should not be done in its present form but be
edited by the author prior to publicationm.

Continuation of Project MC-4 by Dr. Goldblatt was passed by this sub-
coumittee on two previcus occasiocns. Since the meeting of September 22, 1959,
Dr. Goldblatt has been offered $5,000 which he refused as & fee, but accepted if
this amount was offered for an expeuse account. It was suggested by Mr. Mattocks
that the unused portiom ($6,100) of the original grant be used to continue the
study. This was woved, secounded, and approved.

The chairman also read a letter from Dr. Prindle, of the USPHS, in
vhich Dr. Prindle indicated that the USPHS would accept an application for a grant
to Dr. Goldblatt to continue his work as already started by the API, as
a critical clinical survey of the world's medical literature om air pollutionm,

The subcommittee felt that this is & matter between the USPHS and Dr. Goldblatt.
It wvas felt that applicetion forms should be forvarded to Dr. Goldblatt for
submittal and that his work be continued as presently stated. There are three
zore porticns of this report yet to be received.

The matter of ‘distribution of reprints -and public articles through
the varicus coumittees wvas discussed and referred to the Opersting Subccmmitiee.

DISCUSSION OF COMMUNICATIONS WITHIN INDUSTRY, COMPANIES, AND IRDIVIIUALS

Mr. Mattocks explained that before a statement is released by the API
that it must have the 0.X. from the Medical and Health Committee of the Board
of Directors and a substantial unanimity on the matter from its main members
by letter ballot. When such is not cbtained, then a public relesse is not made.

CALIFORNIA AIR QUALITY AND AUTO EXEAUST BMISSION STANDARDS

Tentative standards, which will be adopted into law in February 1960
in California, on sir quality were presented and have been circulated to all
uembers of the MAC,

Tentative auto exhaust standards were presented as follows:

Hydrocarbon reduction from 1500 ppm to 275 ppa API 07544
‘ Carbon monoxide reduction from 3.8 wt. % to 1.5 wt.%
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2.

JOINT MEZTING WITH TEE USPHS (BOTH MEDICAL AND TECHNICAL), AUTCMOBILE MANUFACTURERS

5550CIATION (WITE REPRESENTAT FROM G L MOTCRS, FCRD, CHRYSLER), RAIL.

FOAD ASSCCIATION, MEMBERS OF SUBCOMMITTEE, AND OTHERS

It was the general opinion of those persons attending this meeting

that it was interesting and worthwhile, especially because it gave all interested
rties in Air Pollution Abatement a chance to be heard and exchange ideas aud

york together toward a common goal. Such a meeting, the first of its kind, should

pe held every two years, A certified report of the meeting will be circulated

to members. Please read it as it is a documented report of statements by AMA,

public Health, Railroad Association, and others.

Meeting adjourned at 11:15 A, M.

John C. Ruddock, M. D. Chairman
Subcommittee on Atmospheric
Pollutants

API 07545
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REPCRT QF SUBCCMMITTEE ON C9 - Cle ARCMATICS
Kieffer Davis, M. D., Chairman

The Subcommittee on Cg - C12 Arcmatics met at 2:00 P. M. November 6, 1959
gt the Conrad Hilton Hotel,

vembers present - Dr. Frank Members absent - Dr. Crookshank
Mr. Spence Dr. Potts
Mr. Hammond Mr. Bent
Dr. Davis

f Some twenty guests were present.

Dr. Nau, the chief investigator, reviewed a previously submitted progress
report to the subccomittee, The major features of this report were:

1. Work completed:

(1) Rat inhalation studies at 3.2 mg/liter for the four chemicals, N-Decane,
Cg - Cio arcmatics, Cjy - C12 aromatics, and benzene.

(2) Rat inhalation studies at 200 ppm for the three chemicals, Cg - Gy,
C10 - Ci1, and benzene.

(3) Rat inhalation studies at 50 ppm for the two chemicals, Cg - Cjg end
benzene.

(4) Determination of LCSg values on rats for the three chemicals, Cg - Cyg;
C11 - Ci2, and benzene for one 7 hour exposure.

(5) Cellular study of the bone marrow of rats exposed by inbalation to N-Decane,
Cg - C10, C11 - Cy2, and benzene.

II. Significant Findings Not Previcusly Reported Are:

(1) There are significant hematological findings in rats exposed 18 hours a
day to the inhalation of 3.2 mg per liter of Cg - Cio0, C11 - C12, and
benzene, but not in rats exposed for the same period of time and concentra-
tions of N-Decane vapors.

(2) LCgg for rats shows the increasing order of toxicity as follows:
(1) venzene, (2) Cg - Cyo, and (3) €11 - Cya.

(3) A large number of rats deveiop cataracts after being exposed to high con-
centrations of C9 - Cjp vapors, and a lesser concentration of benzene.

(4) Preliminary work on monkeys indicates exposure to 200 ppm of Cg - Cig
vapors causes significant effects.

III. Recommendations For Continuation Of Work:

(1) Expose monkeys to test materials at 50 ppm and 200 ppm for an adequate
length of time.

(2) Determine the threshold of odor and tolerance for humans t0 the test
materials.

(3) Complete all test studies now in progress and prepare a fipal report.
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It is anticipated by the subcommittee that this experimental project will
pe ended on or asbout the first of the year 1961.

Accordingly, it is recommended that additiocnal funds in the amount of
$10,000 be appropriated for the continuance of the program to its completicn.

Kieffer Davis, M. D., Chairman
Subcommittee on Cg - C12 Aromatics
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APPENDIX D-1

REPSRT OF SUBCOMMITTEE ON CARCINOGENICITY
R. E, Eckardt, M. D., Chairman

l 1. The final report of the Kettering Laboratory was oot received in
sufficient time by the subcommittee to be reviewed prior to its
meeting on November 7, 1959. It is the plan of the subcommittee,
therefore, to review this report with the Kettering Laboratory and
submit it, or a finalized version, to the Medical Advisory Committee
| at its April, 1960 meeting.

2. In the meantime, the subcommittee will circulate the report as
received from the Kettering Laboratory to the members and technical
advisors of the Medical Advisory Committee, in order to receive
their comments, before holding a final discussion with the
Kettering laboratory, probahly scmetime in late January or early

February.

R. B. Eckardt, M. D., Chairman
Subcommittee on Carcinogenicity
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APEENDIX E-1 b

REPORT OF SUBCOMMITTEE ON DERMATOLOGY
Leo J. Wade, M, D., Chairman

. MEMBERS PRESENT: Leo J. Wade, M, D., Chairman
‘ Curtis Baylor, M. D.
Allan Dooley

James Osborm, M. D.
GUEST: L. E. Curtis, M. D.

| On February 9th, Chairman Baird requested this subcommittee to investigate
s report submitted by an unidentified Louisiana physician that "creeping eruption"
is an increasingly important occupational health hazard for petroleum production
vorkers along the Gulf Coast. The letter implied the need for financial aid to
investigate the alleged problem.

The Dermatology Subcommittee circularized the members of the Medical .
Advisory Committee seeking information re the magnitude of the skin complaint among
petroleum workers.

The results were as follows: 10 - No producing operations in area
1k - Producing operations in area
11 - No knowledge of any cases
3 - Aware of few cases
(Cities Service,
Standard 011 (Ohioc), Bumble )

Dr. Crockshank of Cities Service indicated some limited experience with
the problem but indicated that he had "a great deal of information" re the situation.
No replies have been received to two subsequent letters to Dr. Crockshank.

Dr. Osborn of Standard 0il (OChio) had two poesible cases reported to him
by local physicians. Follow-up letters to these physicians for additional infor-
pation have not been answered.

Dr. Wise of Humble reported two cases but none within the past year. Thesge
vere seen by Dr. Rodney Jung, Associate Professor of Tropical Medicine, Tulane
University. His associate, Dr., James Burks, is preparing a manuscript for pre-
sentation at the next Southern Medical Association meeting. He has promised to send
a copy of the manuscript as soon as it is completed.

Your subcommittee reports, therefore, that its investigation is incomplete
but will continue. Findings to date suggest a relatively minor problem affecting
only a few members of the API. We have no immediate recamendations.

The subcommittee Btands ready to accept other assignments as desirable.

leo J. Wade, M. D., Chairman
Subcommittee on Dermatology

!
|
i
i
i
{
I
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* 5 Apperndix F-1

REPORT OF SUBCOMMITTEE ON EPIDEMIOLOGY
eo, M. seunders, M, D., airman

INTRODUCTION

An ad hoc Subcommittee on Epidemiology in a report to the MAC on 10
November 1958 defined epidemiology as a method of study and recom-
mended again that a standing Subcommittee on Epidemiology be appointed,
At a meeting on 27 April 1959, the MAC authorized the creation of
such a Subcommittee and by letter of 15 June 1959, the Chairman of
the MAC to the present Chairman of the Subcommittee on Epidemiology
requested that he propose names for membership on the Subcommittee.
This was done and a Subcommittee of four members, including the
Chairman, was formed. The members have been in frequent communica-
tion and a meeting to draft recommendations for future studies was
held on 11 August 1959,

As a background, it is pertinent to quote from the report of the
former ad hoc Subcommittee which stated:

"Epidemiology is the study of the occurrence of qualities, con-
ditions, diseases and deaths as. mass phenomena among groups of
people." ‘

It was emphasized that for any studies to have statistical validity,
the events or conditions being observed and recorded be susceptible
of clear definition and be related to a population group whose other
characteristics are known. 1In other words, if the number of events
tabulated is the numerator of a fraction, then the denominator must
also be known in order to be meaningful, To carry this one step
further, the element of time must be introduced if rates of occur-
rence of events are to be calculated.

It 1s recognized that there may be certain health problems which are
more or less limited and unique to the petroleum industry but it is
felt that epidemiologic studies should not be limited to these unique
problems, Health records on employee groups, particularly in many
units of the petroleum industry, constitute an important source’of .
valuable information upon the health level of the "normal” and "well
population, It is felt that where practical such information should
be brought to light and critically examined.

This presen® report will present general principles of methods of
operation needed to collect valid data, will 1ist areas for possible
future study which may be productive and will recommend certain
specific conditions or areas for present pilot studies.

METHOD OF OPERATION

It has already been suggested that it is necessary to have an accurate
reporting of events or characteristics or qualities or conditions
occurring in any given unit of time in a limited group of employees.
To accomplish this will require not only the cooperation but also the
active participation of medical department personnel in units of many
0il companies where the medical observations and records are suitable
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to the purpose and where the population at risk is kncwn. Reporting
to the Subcommittee must be in a uniform, standard way.

As an example, let us consider that it is recommended by the MAC
that a study be made of the frequency of myocardial infarcticn
among refinery maintenance and operating personnel (blue collar
workers ) to compare with the frequency of this condition among
refinery office workers such as engineers and laboratory workers
(white collar werkers),

In order to collect meaningful data, it would be necessary to have a
standard system of reporting from a number of refinery medical units
volunteering to participate in the study. The criteria for diagnosis
must be standardized and the population at risk must also be defined
as to Job category, age, length of service, and in other ways to be
determined, Reports would be requested periodically on the number of
cases occurring in each participating group over a period of time to
be determined by the study group in order that the frequency of occur-
rence of the condition could be stated in terms of person-years of

of risk by age and job, Data from reporting on a predetermined
standard form would ve coded for transfer to punch cards for analysis
and tabulating.

111 SUGGESTED AREAS FOR FUTURE STUDY

Among the many conditions which were considered as possibly provid-
ing valuable information, the following may be listed:

A, Mortality Rates
Age specific rates by cause.
Age specific crude mortality rates.

B. Health Status of Truck Drivers
Sampling survey to include a record of age, length of service,
present physical status and disqualifying conditions, if any.

C. Study of Blood Pressure Levels
By age, height, weight, Jjob category and length of service,

D. Chest X-Ray Findings in Refinery Maintenance Workers
By age, length eof service, etc., to compare with group of office
workers,
There has been some suggestion that there is an increased risk
of pneumoconiosis among refinery maintenance workers.

E. Hematological Studies on Refinery Workers Exposed to Aromatics
with Studies on 2 Control Group

F. The Incidence of Lung Cancer Among Selected Groups
G. Results of Proetoscopic Examinations

H. Absenteeism

I. Radiation Exposure Related to Evidence of Physioclogic Effects
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These and many others might be listed as potentially valuable sub-
jects for investigation. However, the various areas to be explored
should be recommended and authorized by the MAC as a whole with the
voluntary and active collaboration of suitable units within the
numerous companies, At present it i1s believed that no request for
an operating budget is in order. However, if pilot studles to be
proposed prove valuable and productive, then funds may be required
in the future.

-3

-y PROPOSAL FOR SPECIFIC STUDIES

As preliminary pilot studies to explore the practicality of conduct-
ing meaningful epidemiological investigations through the MAC, two
studies are proposed:

A. The Prequency of Myocardial Infarction
B. The Health Status of Truck Drivers

The methods and procedures will be defined in a protocol if collabora-
tion of suitable medical units 1s assured. The first study will
require a reporting of all cases of myocardial ir.arcticn among

known population units over a given period of time, The second will
require the reporting on a standard form to be devised results of

the most recent examinations of truck drivers,

Subcommittee on Epidemiolo

George M. Saunders, M.D., Chairman
C. H. Baylor, M.D.

B. E. Bernison, M.D.

N. V. Hendricks
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REPORT OF SUBCOMMITTEE ON INHALATION OF OIL MISTS
B, E, Bennison, M, D., Chalrman

1. Following the authorization of this Subcommittee at the
Spring MAC Meeting, replies were invited from members or
technical advisors who had an interest in serving on this

. Subcommittee, Additional suggestions for membership will
be welcome,

2. The published literature and certain documented company
experiences have been assembled for critical review, It
is apparent that there are a number of important areas that
merit the attention of this Subcommittee. Two examples
may be mentioned:

a. The oil mist levels that occur around
certain large-scale machine shop operations.

b. The increasing agricultural use of oil
sprays.
3. It is anticipated that a more detailed progress report of
this newest Subcommittee will be available for the next

meeting of the Medical Advisory Committee., It is recom-
mended that this report be accepted as a preliminary report,

Respectfully submitted,
/8/ B. E. BENNISON
/S/ Bn E- BENNISON’ Mo Do’ Chairmm
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APPENDIX H-1

KEPORT CF SUBCOMMITTEE CN MEDICAL POLICIES AND ADMINISTRATIVE PRACTICES
Ralph Schneider, M. D., Chairman

1. After further discussion and deliberation at a meeting of
the subcommittee on November 7, 1959, it was decided that
the "Guiding Principles" is not yet reedy for submission
to the Medical Advisory Committee.

2. It is recommended to the Medical Advisory Committee that
if further investigation on the value of low back X-rays
is desired, that the project be referred to the Subcommittee
on Epidemiclogy.

It is moved that this report be accepted.

G. M. Saunders, M. D.
Acting Chairman
Subcommittee on Medical
Policies and Administrative
Practices

API 07554




REPORT OF SUBCOMMITTEE ON PHYSICAL AGENTS

J. H. Hege, M. D., Interim Chairman

The subcommittee convened on one occasion since the 1958
yovember meeting, the majority of its business being carried on by
correspondence, _

Appendix I-1

The subcommittee has contirued, during the past year, to
apstract the literature and develop bibliographies on important develop-.
gents for the various categories of physical agents. These have been
circulated to members of the MAC as appropriate,

A progress report has been received from Dr, Glorig in which
ne described his research activities to include:

l. Egiggts of intermittant noise exposure on temporary threshold
8 .

2. Effects of impulse noise on temporary threshold shift,

3. Study of over 100,000 records to determine the extent of
hearing loss in the general population as compared to an
industrial population.

4. Preparation of International Standards for specific noises.

Dr., Glorig has requested continued financial support in his
research work. The API has, in the past on recommendation of the MAC,
granted a total of $12,500 for this purpose, We have been advised that
by reason of budgetary considerations, the API Board of Directors has
deleted all appropriation for continuation of this project from the
1960-61 MAC budget.

By reason of the circumstances necessitating the directive of
the Board of Directors, the subcommittee accedes to their action and
recommends to the MAC that a budgetary allowance not be requested for
Ir, Glorig's research projects for the year 1960-51. This, however, is
not to be construed to indicate a loss of interest in Dr, Glorig's
work, The subcommittee is of the opinion that Dr. Glorig's work is
both of great importance and unique. Eliminating human considerations,
work on noise is of serious import solely on the basis of financial loss
to industry. Dr. Glorig's work is unique in that little or none of
the work his group is uoing has been or is being done by other research
groups.,

The subcommittee recommends that, if any money budgeted for
other MAC activities might be considered to serve a more useful pur-
pose as support for Dr. Glorig's work, permission be secured to transfer
an appropriate sum to be awarded as a grant to Dr, Glorig. 1If this
recommendation is not feasible, it is the consesus of the subcommittee
that & request for reinstatement of this grant be made by the MAC at
the earliest appropriate time,

The subcommittee recommends that the MAC as individuals con-

tinue to support -», Glorig by providing him with material from plant
noise surveys, hearing conservation programs, etc,
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On 27 September 1959, AEC Regulations Title 20 promulgating
regulatory changes governing the use of radiolsotopes was published,
pecause many objections were made, implementation of Title 20 was
delayed pending public hearings. A summary of the objections indicate
¢hat industry would have a difficult if not impossible task living
under the propcsed changes.

The subcommittee, upon notice, will promulgate the date of
the publlic hearings so that those who wish can voice their opinions
either as individuals or representatives of their company.

The subcommittee recommends that the MAC call this matter to
the attention ol the API in event the API wishes to have a representa-
tive appear at these hearings in its behalf,

J. H. Hege, M. D., Interim Chairman
Subcommittee on Physical Agents

pddendum:

The Operating Subcommittee at its meeting of 8 November 1959
advised that $2,500 of funds appropriated for the 1960-61 budget is
available for use as a grant to Dr, Glorig., The Subcommittee voted to
grant this $2,500 to Dr. Glorig for continuation of his research on

nolse.
/8/ J. H. Hege, M. D.
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— REPCRT OF SUBCOMMITTEE ON SPECIALTY PETROLEUM PRODUCTS
. W, Osborn, M. D., Chairman

VEMBERS PRESENT:
e ————

J. W, Osborn, M, D,, Chairman

C. H. Baylor, M. D,

J. W, Hammond

N. J. Roberts, M. D., representing R. F. Schneider, M. D.

GUESTS:

E. W. Adams

R. G, Birrell, M. D.
G. BE. Collings, M. D,
A. E. Dooley

Geo. Entwiatle

N. V. Bendricks

C. A. Nau, M, D,

Leo Wade, M, D,

Minutes of the special meeting, held October 2, 1959, at Linden and New Brumswick,
N. J., were thoroughly reviewed resulting in the following comments and
recommendations.

A, CLINICAL RESEARCH AND BLOOD EYDROCARBON ANALYSES

1. Dr. Gerarde has develcped a new method for determining the arcmatic fraction of
pydrocarbons in blood, entitled "A Photoelectric Colorimetric Method for the Deter-
pination of Kerosine in Blood." This method is to replace, at once, the original
Ultra-Violet Spectrophotometric Analysis Method.

2. Esso Research Center can no longer pefform these analyses for either our

. research program or the Cooperative Clinical Project under Dr. Edward Press. Drs.
leeschner and McKay will probably prefer to do these analyses in their own labora-
tories but this will require special training of at least one person in each
laboratory. It is possible that a method may be worked out whereby these analyses
cen be done in some other central laboratory thus reducing costs. Dr. Carl Nau
has offered his laboratory as a possible place. The mechanism of this will be
vorked out in the near future, however, additional funds will be necessary from API
sources to pay for these analyses. -

3. The subcommittee, therefore, asks the MAC to approve $10,000 for our overall

' kerosine research program for the fiscal year 1960-61. This is & $5,000 increase

to cover this additional expense as needed and possibly to support other
cbservations felt needed in laboratory research if experience in the next six months
vith the costs of the new test method reveal there will be any bdalance available
vithin this $10,000. This money is requested as a grant-in-aid. (The

Operating Subcommittee on 11/8/59 approved an additional $2,500 to support Dr. Nau's
industry research proposal, the work to be done in the summer of 1960.

B, SWMARY OF LITERATURE ON KEROSINE POISONING

Dr. Deeschner's sumsary and annotated bibliography of the available literature on
Petroleum distillate poiscnings is about 90-95% complete, with summaries on 35"
8rticles. Scme 8 or 10 other articles, including Dr. Gerarde's "V. Kerosine," just
Publighed in September 1959, will be reviewed in the near future. Dr. Carl Nau,
Vhose library is larger, will assist Dr. Daeschner in obtaining the other 8 or 10

API 07557




-2 - J-2
articles. The subcommittee expects that this annotated bibliography will be avail- )
able before next spring's meeting, at which time we expect to make specific re-
commendations on how it should be distributed.

C._ LABCRATCORY RESEARCE ON KEROSINE

pr. Neu discussed with the subcommittee & report of the work which he and his staf?f
performed this summer, financed in part by our API grant-in-aid to him of $2,500,
entitled "A Study of the Ingestion of Kerosine," He also discussed with us a pro-
posal for further continuation of his experimental work for next summer. His re-
port and proposal will be attached as part of these minutes.

It was the consensus of the subcommittee that due to the financial situation of

tbe API budget, that we should not specifically recommend to the MAC, at this tize,
positive support for Dr. Nau's propcsal. It was felt that if the $10,000 asked for,
to make sure that the clinical program did not bog down, turmed out to be sufficient
to leave a balance for the next fiscal year, that we may wish to use this balance
for further support of Dr. Nau's work. During the next six months, sufficient
experience should develop regarding the costs of the new method for blood hydro-
carbon analysis so that by next spring's meeting the subcommittee should know
vhether or not there vill be any funds available within the $10,000 for the fiscal
year 1960-61. (The Operating Subcommittee on 11/8/59 approved an additional

$2,500 to support Dr. Nau's industry research proposal, the work to be done in the
gummer of 1960.)

D. AMERICAN ASSOCIATION OF POISON CONTRCL CENTERS

At the personal request of the subcommittee chairmen, Dr. B. B. Reeve attended the
gecond annual meeting of this association, at the Palmer House in Chicago on October
6, 1959. A copy of his report, dated Octocber 20th, is attached. Based on Dr.
Reeve's report and our discussion, the subcommittee voted to recommend that the
Medical Advisory Committee should become a member of this association. Annual dues
for & person are only $5.00. The details of this membership can be worked out

vith the chairman of the MAC, if approved.

B. COOPERATIVE CLINICAL PROJECT WITH EVALUATION OF KEROSIME AND RELATED PETROLEUM
DISTILLATE INGESTION

The subcommittee chairman replied on August lhth to Dr. Biward Press, at the
American Public Hselth Association, regarding our decision of last spring not to
seek further informel liaison with this project. Our contacts vith Dr. Dasschner
and Dr. McKay, vho are also members of this project, are considered adequate,

The subcommittee chairman will keep in touch vith Dr. Press regarding further
developments in this project which is certainly not yet ready for publieation.

J. W. Osborn, M. D., Chairman
Subcommittee on Specialty
Subcomuittee Members e o Patpoleum-Products— - - - - - - —

Approving Disapproving
C. H, Baylor

J. W. Hammond
l' J- Roberts
for R. F., Schneider
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THE UNIVERSITY OF TEXAS--MEDICAL BRANCH
e School of Medicine Galveston The John Sealy Hospital
fhe School of Nursing The Children's Hoapital
e Technical Curricula The Psychopathic Hospital
e Post-Graduate Program The Rosa and Henry Ziegler

Hospital

October 6, 1959

James W. Osborm, M.D.
Standard O0il Compeny
Midland Building
Cleveland, Ohio

Dear Jim:

In accordance with our conversation, I wish herein to make a proposal
for further continuation of cur experimental work here at the Medical
School, said work involving the possidble ingestion of kercosene, It
is proposed that:

1. Quantitative studies of the amount of kerosene occurring in the
~_ various organs under varying conditions and amounts of kerosene
administered be done and that efforts be made to correlate such
data wvith gross and microscopic pathological findings. This
suggestion is based upon our findings tbat there is conclusive
evidence that damage occurs in the lung, liver, kidney and the
heart if and vhen kerosene is detected in the blood.

2. We will do further studies on radiography in relation to the
amount of kercosens that will be administered into the stomach.

3. Further work in autorsdiography is contemplated. This would
include liquid scintillation counts on the plasma and extraction
and deposit on chromatographic paper of the kerosene with sub-
”qut:t snalyses of the amount extracted from the various organs
and tissues.

k., EBfforts wvill be made to eliminate rapid transfer of kercsens
fron the gastro-intestinal tract to the blood through various
means .

For this proposal, it is intended to use medical students vho have
both ability and interest. This would not only accomplish scmething
vorthwhile with reference to our study of kercsens but would also be
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James W, Osbornm, M.D.
October 8, 1959
Page 2

of some value in recruitment of future industrial physiciana. For

this proposal, it would be suggested that funds equal to those vwhich
were allocated to us last year be provided on the basis identical to
that for last year.

I would be happy to supply any other information that you may wish.

I find that the radiographic work that was done in this laboratory

is new, extremely informative and worthwhile.

I was pleased to have the opportunity of attending our recent meeting
at the Esso Laboratories and I am herein sending you my expense account
to cover this trip.

Kindest regards.

Sincerely yours,

CARL A NAU, M.D.
CAN/bb
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THE UNIVERSITY )¢ TEXAS - MEDICAL BRANCH
UGALVESTON
rgﬂ‘”‘ Cr MERKCING THE JOHN SEALY HOBPTT AL
- oF N.LANG ’ THE CWILAEN'S HOSPITAL
;“ pANKAL CLAMACULA THY P3Y THOPATIIC HOBMTAL
| gy roTS440UATE PRCRRAN September 14, 1959 TME B0SA AND HENRY ZBGLEE MOSPYTAL

c‘rl A' N.“o 37.. “a Do
yaivereity of Texas Medical Braach
Celvestos, Texas

pesr Dr. Naa:

puring the past year, Mr. J. Deleon and Josacquim Marrow have made numerous
micressctions of organs {rom rats given 0. 3 cc. of kerosine labelled with 10 mec.
of radloactive hydrogen (H3)). Autoradiographs have demoastrated kerogine in the
(ollowing organs and/or spaces:

|) Somach 6) Bladder

l) Plasma 7) Heart muacle

j) Lungs ' |

4) Liver (Only kidnsy, plasma, and stomach really convincing.)
¢} Kidney _

fven now, many anticipated difficulties have not been surmounted. These include:
]) Microsection preparation, iacluding cutting, mounting, and staining.
) Exposure and developmant of special {ilm and emulsion.

RECOMMUENDA TIONS:

1) That qualitative autoradiography be continued, sharply limiting the number of
sections and the methods of processing.

{) That quantitative organ analysie be instituted. Liquid scintiilstion counting could
be smployed on plasma; howaver, color interference would probahly intreduce
too much variability for organ analysis. Extraction and depesit o <Aromato-
graph paper would permit analysis on the equipment in the Fadiology Isotope
Laboratory. This will require considerable precieion and knowledge of radia-

l tion phyaics, especially with low energy levals,

Sincerely, , / ,
’ . ? ; ) ‘
C{(u@ 10 t??lv// ( ,.&:,,«%{j’
Coivin H. Agnew, M D. c
Department of Radioiugy
CHA ks

¢ Dr. R. N. Cooiay
J-, L. B. Beeat)es
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A STUDY OF THE INGESTION OF KXEROSENE
Joe deLeon
Joaquian Marron
Carl A. Nau, M DI.
Departmsat of Prcvcnt}vc Medicine and Public Health
University of Texas Medical Branch
Galveston, Texas
For a long period of time there has been a controversy as to

whethar the pneumonitis associated with or arising out of ths ingestion
of kerosene is due to the aspiration of the kerosene or whether it 18
due to the hematogenous transmission of the ingested kerosene to the
lungs (and to other organs and tissues). The answer to this question
wiil help determine whether a person who has swailowed keroasene
should be lnagc'd. The Academy nf Pediastrice, the American Public
"lealth Agsoclation and the American Medical Association presently
are conducting a clinical study in an effort to anewer the question of
how to treat a patient who has ingested kerosene. [t is our purpose,
by using rabbits, mice and rats, to determine if kerosene is abscrbed
from the gastro-intestinal tract and if xerosene can be detected in the
blood and various organs - such as lung, liver and kidney - after
ingestion. It s also our purpose to determine if changes from the

normal vccur in these organs and tigsues where kerosene may be

detected.
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Matsrigl and Motheds

For our study we used keresene furnished by the Humhle Oll

sad Refining Company 2ad haviang the fallowing specifications:

Togt Lismmits Test Mothod
Gravity, SAP] 41-44 ASTM D 297
Flash Peint, °F, Mia. 120 ASTM D 56
Saybelt Caleor, Mia. 2s ABTM D 186
Cerresion, 3 hrs. at 122° F.

Max. e ASTM scale 1 ABTM D 130
Dector Tost Bweet F8M 3203
Burning Test, hours, Mia. 24 ASTM D 187
Distillatien, °F.

IBP, Mia. 00

10% Recovered 148-428%

95% Resevered, In. 463

Eod. Peiat, Max. 130
Sulfur, wt. %, Max. 0.1 ASTM D90

Rabbits, rats and mice wers used as test animals. Keresens was
given te rabbits iatravencusly aad by stemach tube in dosage wp te
30cc per Kg.: to rats by ctomach tube in desages varyiag frem 5 to
20 cc por Kg.: and to mice in desages «f 0.3 cc eaczh via stemach
tube. .

The bloed was drawn after 3 minutes (o7 longer) and as long as
24 hours afer the sdministraticn of the koresons. Whea the asimals
were sasrificed or found dead, a samplete pathalegical evalustisn
(grees and microsceopic) was mads.

Siace kercacns is miscidle in ise-estane, this material (spectre-
grads as furnishad by the Phillips Petrolemm Campsay) was used as

the extracting vehicle. It remeves keroseae from blood efictively.
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A comcoentration curve was made for both of the kerosene peaks siacs
it was found that kerosene mixed with {se-octane produces a sharp peak
at wave leagth 221 millimicron, and a slight peak at wave leagth 273
millimicron whea read ce 3 Beckman Medal DU Spectrophotometer.
The axtracted sample was read frem wave leagth 209 millimicron
through wave length 400 millimicrea usiag the ultraviolet light.

Both positive as well as segative "coutrol hloods' were read.
(Ses figure below). As equal volums of bloed aad iso-ectane were

used {or 4 minuies of extraction.
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Large dosages of kerosene ware amployed in rabbits and rats;
comparable doses {8 man waould have been beyond what one might ex-
pect & persom to consume. Therefore, it was decided to have ksrosene
labelled with radio-active tritium by the New England Nuclear Corpora-
tion and to use autoradiography to demonstrate gastrointestinal ab-
sorption and cellular deposition of this radicactive material given in
minute doses to mice. Autoradiographic permeabls base stripping
film (emulsion No. J8-1906) and permeable base emulsion (NTBZ)
were furnished by the Eastman Kodak Company for our use.

Thirty mice, starved for 12 hours, were anesthetised using
sodium amytal {ntraperitoneally. An incision was madae below the
left costal arch {rom the xiphoid process to the ponorior' axillary fold.
The exposed muscle was cut carefully with sharp ocinor.n and the
stomach and lower end of the cesophagus were exposed. A ligature
was passed under the cesophagus and tied carefully thus insuring that
no radioactive kerosene could be regurgitated and aspirated into the
lungs. Usiag s fine bypodermic needle, 11 (elever) millicure of
radiosctive kerosene (0. ) cc kero':ene) wae injected into the stomach.

Following this ingestion the stomach was placad bacx into normal
pusition and the muscle and skin were sutured. 3ix hours later the
mice were anesthetized, killed and the anterior part of the thcracac
wall was r:moved and each mouse was irnmersed in ;sopentane cooled

down to -160" ¥ ov mears of liquid nitrogern. Freexing was instantatenus
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The mice weare removed {rom the isopeutine and placed i» dry ice.
lLater the desired ergans were chipped out with a pick and hammer and
stored at §° C. until needed.

Later, under very low temperature, 4 microu sections were cut
using a eslidiag microtoms. These secticas were lifted with a camels
hair brush inte a beaker filled with cold methyl alcohol and stored at
0° C. for one day.

The ld.lo'h;l day the methyl alcehal suspended sectious were
allowed to stand ia the methyl alcohal at room temperature for one-bhalf
hour and then floated oato sgg albumin - glycorol smoeared slides, allowed
to dry in 8 37% C. oves overumight. Bloed smears were trested in s
similar manner. The slides were thea dipped tu 1% celloidia solution
in 100% othyl alcohel ts eliminate artifacts and then iato subbing fluid
(5% solation of gelatin and 0. 05% chreme alum) to effect good smulsion
biuding.

The slides were then covered with the emulsion from the strippiag
film and stored ia light proef bakelite baxss for sufficient leagth of tirme
to expess the film adequately to asy radicactive material. Fallowiag

such exposurs the slides were developed and examined.
Results

The mixture of kerosens and is0-octane ''‘peaked' at wave longth
221 millimicren with & slight psak at 373 millimicron whea sxamined

with the Beckman DU Spectrophotometer. The curve cbtained from
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mMislr g Tat bivod wi'h iso-octane 'peaked”’ at wave length 209 millt-
nicron amd sl<adily declined to weve length 400 millimicron.

The curve. after | cc of karosene was given 18 rats via stomach
tube, the raie killed and blood drawn from the iafericr vena cava, the
biood sxtracied with 1so-octane and this examined wi.h the DU Spectro-
phoutometer - ‘peaked’ at 221 and 273 millimicroas. The greatest
amount of karosene found in the blcod after | c¢ was given via stomack
;ll detacted 2 tu 4 huurs after the adrninistration uf the kercseens.

Calculation was made using the formula of H. W, Gerarde.

_mn.uwwwmmwmi_
Sample weaight (3p g. of blood X volumae)

The largest amoun! of kerosene detected in the hlood of our rate four
hours after plaring the xerosens into the etomach was 142 ppm.

Tweanty -four hours later, ao kerosene wag detected in the rats’
hiood.

When rabbits wers used. kezossne was Jetacted in the urine 24
hours after sdministration of the kerossaz via stumach tube. X-rays
of the cheet of rabbits given tercseae revealed incrsased dansities in
thase animale in which kcroum. wae detacted in the bicod.

Gross and microecopic esamiaation of the tiesuss revealed areas
of : onsolidation in the lung, degeverative chinagas in the liver, tubular
rells of the kidney and heart T.ese nangad we e always found whan
keroseas war dete.ted i1n the blood and w31¢ not ¢l s4-ved in our conirol

au‘mals.
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Esaminstion of the radio-autogra;hic slides reveals the presence

of the 'tagged’ karcosene in the {ollowing organs and tissues:

1. Stomach 5. Kidney

2. Plasma " 6. Urinary bladder
3, Lunge 7. Heart muscle

4. Liver

The spectrophotometric evaluation of the Rarosene in the blood

of & rat given keroseae via stomach is hereto attached. See page 3.
Conclusions

1. Kerocsens tan be disseminated rapidly by hematogenous routes
from the stomach to many organs and tissues and can be detected
in the blood by spectrophotometric methods. Positive chest x-ray
findings are found 1a those rabbdbits in which kerosene is found in
the biood.

Significant pathological changes are observed in the lungs, liver,

Cw

kidney and heart of animals in which kerosene is placed into the
stomach and left there.

3. Radioactivity in kerosene administered to m:ce via stomach tube
1a minute dosages can suhsequently be detected in the blood and

various organs by autoradiography.
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STANDARD OIL COMPANY
(INDIANA)

910 South Michigan Avenue
Chicago 80, Illinois

October 20, 1959

J. W. OSBORN, HnDo

Standard Oil Company (Ohio)
yidland Building
ceveland 15, Ohio

pesr Dr. Osborm:

At your request, I attended the Second Annual meeting of the American Association
of Poison Control Centers at the Palmer House in Chicago, on October 6, 1959.
folloving ia a brief summary of vhat took place. I am also enclosing material
that was distributed.

The meeting was fairly well attended and it was reported that there were 121 partic-
jpating members in the organization at this time. Due to their previous by-lavs,

s quorum wvas not present until late in the meeting. By-law changes bave taken care
of this matter. The duss have been $2.00 per member dut dus to a change in the
py-laws, voted at this meeting, the dues will be $5.00. Many of the members present
wre pediatricians and pharmacologists. By-law changes were made vith vhich they
expect to broaden their membership to other organiszations.

In the committee reports, there vas a request for educational material for dis-
tribution--pamphlets, etc. on poisonous drugs--wvhich could be handled through

fealth Department contacts. It was recommended that an Bducation Committee be formed
acd funds solicited to carry on their activities.

To date, there are 302 poison control centers and it is the desire of the organiza-
tion to have control centers every 50 miles. Some centers are for inforsation ouly,
vhiile others are for both informetion and trestment. It was emphasized that sdequate
training should be given to nersonas giving out information and recognize the advis-
ility of getting legal sivice on matters that may arise es the result of giving

out information.,

Te Research Committes has no funds to date.

A £1lm lending library and a national clearing house for poisou coatrol centers is
wder the Bureau of State Services, Public Heslth Service, Department of Pudblic -
Isalth, Education and Welfare, Weshington 25, D.C. They are now getting information
from the control centers. Sixty centers report every case treated. At the present
: tize, they have 15,000 poison cases reported ou the epidsmiological survey and of

this 15,000 cases, there are 631 cases of kercsens poisoning. A control of alter-
tating lavage and not-lavage treatment vas made on 192 cases. It wes reported that
V5% of those receiving lavage had complications and 63% of those not lavaged had
tmplications, It vas the concensus of cpinion at this meeting that lavage wvas
{odicated. Dr. R. K. Richards of Northwestern recommended lavage.
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oo leslie Corsa stated that it was doubtful that centers were saving many lives

t they vere permitting an excellent epidemiological survey of poisons and it vas
180 educating both the public and the doctors in regard to poison control.

If‘el that it might be worthwhile for the A.P.I. to become a member of this organi-
ption in order that they may be in touch with what is taking place and they should
ye sble to add sometniug, pertaining to petroleum products, to the control center.
Yours truly,

/s/ B.B. Reeve, M.D.

Medical Director

gR:rl
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APPENTIX K-1

REPCRT CF SUBCOMMITTEE ON TOXICOLOGICAL REVIEWS
H. W, Gerarde, M. D., Chairman

The second editions of the Toxicological Reviews on
Butadiene, Naphthemic Acids, Copper Naphthenate, and
Naphthalene have been published,

Final drafts have been prepared on Benzene, Toluene,
and Xylene. Publication is expected in early 1960.

A large number of first drafts of Toxicological Reviews
have been received from Dr. Phillip Drinker.

It is anticipated that $5,000 will be needed for re-
vision of the Toxicological Reviews during the coming
year.

The first drafts of the Toxicological Reviews will be

circulated in groups of four to the members of the
Medical Advisory Committee for comments and suggestions.

Respectfully submitted,
H, W. Gerarde, M, D., Chairman

Subcommittee on Toxicological
Reviews
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APPENDIX L-1

REPCRT OF SUBCOMMITTEE ON INDUSTRIAL EYCGIENE
J. A, Spence, Chairman

This subcommittee met on November 7, 1959 with 1C members and 15 guests
present. Mr. E. P. Wheeler was absent.

Liaison members reported on the activities of the Americap Standards
comittee Z-37 Toxic Dusts and Gases, Z-4 Industrial Sanitation, and 2-62
Industriel Bygiene Standards. Mr. Dooley reported work is in progress revising
certain standerds, Mr. Hendricks reported the first draft of Guide To Good
Industrial Hygiene Practices will be presented at the April 1960 meeting of the
7-62 Committee,

Work on the petroleum catalyst project has been completed. The sub-
compittee submits to the Medical Advisory Committee the report "Some Catalysts
Used in Petroleum Refining" with the recommendation it be used for distribution
wvithin API only.

The subcommittee has begun the preparation of industrial hygiene infor-
pation on various petroleum refining processes. Initial attention will be given
to the folloving processes: 1) reforming, 2) cracking, 3) alkylation, and L)
isomerization. Members have accepted the following assignments.

Alkylation - Mr. Spence

Cracking - Messrs. Daniels, Pabst, and Wilkening
Iscuarization - Megsrs. Dooley =2nd Renes
Reforming - Messrs., Halley and Hendricks

Mr, Wilkening will be project leader.

Deadline for completion of the first draft is March 1, 1960. Following
completion of this first phase, attention will be given to 1) polymerization,
2) solvent refining, 3) treating, and 4) selected refining processes.

Present work by the - Cyo subcommittee indicstes these aromatics may
be more toxic than previously considered., There is therefore a need to evaluate
the industrial hygiene aspects associated with these aromatics. Since there is an
apparent lack of information, the subcommittee members have agreed to gather data
ou their uses and related enviroumental health conditions. It is anticipated that
by the November 1960 meeting additicnal information on the industrial hygiene
problems will be available to supplement the final findings of the Cg - Cy2
subcommittee,

J. A, Spence, Chairman
Subcommittee on Industrial Hygiene
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SUBCCMMITTEE ON ATMOSPHERIC POLLUTANTS
LIATSCN OR SMC S TTEE

The Subcommittee of the Medical Advisory Committee of API which concerns
jteelf with atmospheric pollutants brings greeting to you gentlemen here through me
as ite liaison.

You gentlemen are well aware that the Petroleum Industry has been accused
of being responsible for certain pollutents found in the air and that these pollu-
tants have been alleged to arise from the manufacture, refining, production, storage,
transportation, sale and use of petroleum and petroleum products. When you have dis-
cussed and analyzed these air pollutants, you find they make & considerable list
which includes - SOy and its variants, 03, CO and oxidents such a8 hydrocarbons,

NOp with its olefins, etec.

Because the public, or pecple, have at times complained of eye irritation,
decreased visibility, coughing, etc., all of the pollutants I have mentioned have
been accused of ipjuring our health. It was presumed and supposed that air pollu-
tion vas a menace to public health and that anyone coming in contact with polluted
sir, as we have it in our urban areas, would become a cancer victim, might die of
tuberculosis, would acquire a continuous bronchitis, would lose their eyesight or
finally might suffocate to death.

Our newspaper and feature writers and the pecple themselves blamed our
industry for causing this terrific nuisance, this nuisance that might kill, this
pulsance that has been caused by a large, prosperous industry, worldwide in ite
operations, and which is accepted in the lives of each one of us for our comfort
aud existence. We, as people, are very anxious to abate air pollution and parti-
cularly if we find we are responsible for it. As we learn the answers we have
sttempted to meet the problems., If there are still problems, we may still find
snsvers as we are still working at it.

In the past years, the petroleum industry has spent many millions of
dollars and, to quote Mr. McAfee, during years 1956, 1957 and 1958 spproximately 66
nillion dollars was spent to abate this nuisance. These abatement efforts have been
good because there has been a control on our stack effluents, there have been changes
i our refinery methods, there has been a redesigning of storage tanks and tank
trucks and terminal distribution stations and many other worthwhile changes. In
addition, huge sums of mouey have become svailable for our use in technical re-
searches which we hope will solve, eventually, the problem of air pollution. Much
of this technical money is available on the assumption that air pollution is a
zenace to the health of mankind. Those in favor of this assumption always argue
that the Donors, Meuse Valley and London incidents are examples of medical hazards.

Cormunication has been bad, especially through newspapers and other
articles published by individuals in sciesntific magazines. These articles con-
cerning "smog" often stress unproved facts and many of them are deleterious to the
Petroleum Industry. Politicians have become very vocal, especially when running for
office in localities where air pollutants are more obanoxious than in other parts of
the country. It is now rapidly becoming evident that the weather, the population
density, geographical locations, seasoual changes, industry and the number and type
of automobiles on the highways are certainly not subject to laws or county ordi-
nances. The opinion of pecple and particularly the fringe of armchair scientists
vho are always voesl, will be a deciding factor in the elimination or abatement of
air pollution because in their demands they will push researchers and others to
extreme activity in eliminating this nuisance.

In spite of the claim that air pollutien, or "smog", affecta the health of
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the individual, both physically and mentally, we have found no case, nor bave we
found any pathological effects, attributable to atmospheric pollutants. There are
pany poiscoous and noxious fumes which only become noxious when they exceed a
certain density and are either respired or ingested - not once but comtinuously over
s period of time. The humen being may withstand the effects of a relatively large
dose of a substance for a short time without any harmful effect but cannot with-
stand the same substance in smaller doses for a long period of time. It therefore
seems necessary that certain standards be developed that are scientific and not
based on assumption or fear comcerning concentrations of pollutants which the human
being may contact without harmful effect. This is complicated by age and state of
nealth of the individual and indirectly by his activity or imactivity. Hence, in
establishing standards we must establish standards at an extremely low level so

that the pollutants will not harm the most susceptible individual, vhether it be one
with an allergy or ome who has a disease such as bronchitis, tuberculosis, heart
disesse, etc. We must establish these standards not because we think it will harm
the buman being, but because we think it might barm him.

To date in our urbac communities, the U. S. Public Health Service has been
unsble to prove aggravation of such diseases as asthma, tuberculosis, bromchitis,
etc., due to air pollutionm, mor does air pollution particularly affect the aged or
the very young. PFour precepts are necessary to establish any casual relationship
between air pcllutants and health - namely:

1. A toxic effect has occurred.

2, A pollutant capable of causing this effect is (or has been)
Present.

3. There is (or has been) an excessive exposure to the pollutant.

L, Other causes of the toxic effect do not exist.

By toxic effect is meant real injuries that are self-evident or readily
demonstrable by appropriate medical examination.

Your attention is called to the difference between a nuisance and a hazard.
When does an annoyance or & nuisance become a medical hazard? If a thing interferes
vith the comfort or the enjoyment of a man's property, or it renders life uncom-
fortable, it should be considered a nuisance. It may be & nuisance in one place but
not in another. If a number of people are affected it is & public nuisance, other-
vise with one person it becomes a private nuisance. When we have sn obnoxious odor
it 1s an aesthetic nuissnce and may cause damage by reducing the price of real
estate, but it certainly is not a medical hazard because it has not made anyone sick,
It could be a medical nuisance because it makes you sneeze or it might aonoy you
because your eyes smart, but it does not hurt them. There has been no case of any
permanent damage to anybody's eyesight because of air pollutants.

It is sincerely hoped that this Committee will differentiste, in its
research and in its reporting and evaluation of comstituents of sir pollution,
between medical hazard and nuisance and not presume that all are medical hazards.

As true Americans we do not like to have our rights infringed upon,
vhether it is the inability to see as far as we desire or vhether it is the dis-
comfort and eye smarting that occurs at times with air pollution. We just don't
like it and we in the Petroleum Industry, who are people, will do everything in our
pover to assist in the abatement of air pollution.

Gentlemen, this talk I have just given to you is a condensed version of a
talk I recently gave to a combined two-day meeting of my Subcommittee and members of
the Automobile Menufacturers Association, the American Association of Railroads

i API 07575




-3- M-B

and technical and medical representatives of the U, S. Public Health Service at

the Robert A, Taft Sanitary Engineering Center in Cincinnati. The API, through its
gubcommittee on Atmospheric Pollutants, hosted this meeting which was the first of
its kind to be held. Representatives of your Committee who were present and who
p&rticipated in the program were Mr. W. T. Guon and Mr. Jerry McAfee.

In addition -to this, the Medical Advisory Committee has received to date
two parts of Dr. M. W. Goldblatt's final report. His contract with the API con~
cerning Project MC-4 terminated on July 1, 1959 and he informs us we can expect
three more portions of this report before it is concluded. The Medical Advisory
Commitiee is requesting that this report be printed, multilithed or reproduced in
book form for distribution to members of your Committee, the various oil companies
vithin the Institute and others interested in this research. This report is ome of
the best works evar to be done concerning a eritical, clinical analysis and review
of the world's literature todate, especially that literature which concerns air
pollutants which might be caused by the manufacture, refining, production, storage,
transportation, sale and use of petroleum and petroleum products.

Respectfully submitted,

John C. Ruddock, M. D., Chairman
Subcommittee on Atzospheric Pollutants,
Medical Advisory Committee,

American Petroleum Institute
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REPCRT OF LIAISON MEMBER TO THE A.M.A, COMMITTIEE ON TOXICOLOGY
AND TEE INTER-INDUSTRY GROUP ON LABELING

status of Hazardous Substances Labeling Legislation

1

A, Federal level - The first session of the 86th Congress adjourned in
september without taking sny action on 5.1283 and H.R.5260 (identical bills
gponsored by the Inter-Industry Group "to regulate the interstate distribution ﬁnd
gale of packages of hazerdous substances intended or suitable for bousehold use ).
mhe Senate Committee on Interstate and Foreign Coomerce held one hearing August 13
ot which time the API was represented by M. D. Gjerde and J. W. Osborn, M. D.
pr. Osborn read a prepared statement on behalf of the API supporting the position of
the Inter-Industry Group. No hearings were held on H.R.4260. Likewise, no hearings
yere held on H.R.7352, a bill sponsored by the American Medical Association "to
regulate the labeling of hazardous substances for non-manufacturing purposes.”
pr. Osborn is in touch with Mr. Gjerde, Chairman of the API Interdivisional
Committee on Labeling, and with Mr. Ackerly, counsel for the C.S.M.A. labeling
Committee, on current developments. It is expected that further action will occur
soon after Congress convenes its second sessicn in January, 1960.

B. State Level -

1. Ohioc -- Amended Substitute Senate Bill No. LiO was enacted by the Ohio
General Assembly to become effective November L4, 1959. As of October 20, the Ohio
Department of Health had not promulgated any regulations for the administeration of
the labeling law. Also, department officials indicated that the General Assembly
did not appropriate any money for hiring of additional persomnnel necessary to pro-
perly enforce the law. These officials said that because of the lack of an appro-
priation, they would move rather slovly in promulgating regulations and adopting
enforcement procedures but emphasized that they would expect the law to be complied
vith. The above information is the gist of that supplied by Mr. Addison E. Dewey,
Director of the Ohio Petroleum Council in Columbus in his information bulletin dated
October 20, 1959. A printed copy of the Chio lav was sent to Mr. E. O. Mattocks on
October 22 for duplication and distribution to interested API members.

2., Illinois Senate Bill No. 911 -- As of June 11, 1959 this bill covering
bousehold products and almost identical to the model lav which the API lLabeling
Committee helped to develop had just been adopted. This Act is supposed to take
effect January 1, 1960 but no further information has been received regarding
issuance of rules and regulations by the Director of Health.

3. Indiane -- Amended Senate Bill No. 103 was passed March 1559 and is
expected to take effect January 1, 1960. Likewise, no rules or regulations for its
enforcement have been made available to this member to date.

L, City of New York -- Revision of the Sanitary Code, Title IV;
Environmental Senitation, Article 211: Hazardous Substances. Presumadbly, this new
lav announced last Pebruary as being passed went into effect in New York City om or
about Octcber 1, 1959. No further information on any rules or regulations or en-
forcement procedures has been received by this member to date.

5. Vermont H, 2683 -- This bill introduced March 13, 1959 was essentially
the same as the Inter-Industry Group draft of January 5, 1959. Subsequently, on
April 1, 1959 Vermont H.B.460 was introduced. This bill did empower the Department
of Health to regulate the labeling of food, drugs, cosmetics, and all hazardous
substances. The legal section of the Committee on Public Affairs of the API indi-
cated that the sections of this bill dealing with hazardous substances followed
closely the model bill sponsored by the Inter-Industry Group. No word has been
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received on the subsequent fate of either of these bills.

6. Washington - H.B, No. 437 pessed the House with minor amendments but
468 killed by a Senate Committee on March 5. The State legislature adjourned on
yarch 12 with no opportunity to revise the bill at that sessionm.

There may be bills before other State assemblies during 1959 but this
gember has no information on other than the above.

J. W. Osborn, M. D.
Vice Chairman,
Medical Advisory Committee
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REPCRT ON ACTIVITIES OF TEE API
INTERDIVISIONAL COMMITTEE ON LABELING

During the past year the API Interdivisional Committee
on Labeling has continued its work to determine requirements for
precautionary labeling of petroleum products. In accordance with
the policy established by API, we have also followed the general
situation with respect to pending or anticipated legislation
which may be of concern in this connection.

At their meeting yesterday, the committee approved
label wording for Ethylene Glycol Anti-Freeze, Methanol Anti-
Freeze, Aromatic Petroleum Oils (with fraction boiling over TOOOF.),
Cut-Back Petroleum Asphalts (flash 200F. - 80OF.), and Cut-Back
Petroleum Asphalts (flash 80OF. - 120°F.).

The above will be included in & new issue of API Bulletin
(2511) on Precautionery Labels, bringing the total to 21 product
labels.

Liaison has been maintained with trade organizations
having interest similar to ours with respect to labeling legis-
lation. It is the committee’s inteation to continue this effort
to encourege proper lsbeling requirements promulgated at both
State and Federal levels.

Mr. Gjerde will communicate with the MAC on request of
the committee for early revision of toxicological reviews on
kerosine, aromatic naphtha, methyl alcohol, and others, if
needed.

Prepared by M. D. Gjerde and Dr. C. H. Hine,
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APPENDIX P-1
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The wax research project, under the direction of Dr. P. Shubik of the Chicago
Medical School, is proceeding most satisfactorily. To date, no known carcinogen
ped been found in any of the wvexes examined. The limit of sensitivity of the
test 18 0.01 p.p.m. Of the five waxes subjected to extensive biological testing
(mouse skin painting, rabbit skin painting, injection into mice, and feeding at a
10% level in the diet of rats), none have shown any significant biological
results. Some of these tests have now been in progress over 65 weeks.

In the spring of 1959, unfavorable publicity, attributed to a National Cancer
Institute specialist, appeared in a great number of newspapers throughout the
United States. Through the efforts of Dr. Shubik and many of the members of
the Wax Research Advisory Committee, the immediate crisis was met. Ultimately,
on June 29, 1959, representatives of the Committee and Dr. Shubik met with
Secretary Fleuming of the Department of Health, Education, and Welfare, Surgecn
General Burmey of the U, S. Publiec Health Service, Commissioner Larrick of the
Pood and Drug Administration, and Dr. Major, Associate Director of the National
Cancer Institute. The results of this meeting was the attached statement by
Secretary Flemming at his news cocanference on June 30, 1959.

As & result of the vork sponsored by the Wax Research Advisory Committee,

Mr. Frank Porter has written to Secretary Flemming requesting an extension of
tize for wax for one year beyond March 6, 1960, the date on vhich, under Public
lav 85-529, & decision on the suitability of wax as s food container coating
vould othervise have had to be rendered. Mr., Porter has received the attached
reply from Mr. Larrick, Commissioner of the Food and Drug Administration.

The Wax Research Advisory Committee believes it essential tbat the work at
ghicsgo Medical School be continued for another year, at a budgetary level of
150, 000,

There is urgent need to acquaint the public with the advantages of petroleum wax
for use in food peckages. This is especially needed at this time with petroleum
vex competitors undermining the public confidence in petroleum wax. The Wax
Research Advisory Committee plans to request the Medical and Health Committee to
reccmmend to the API Board of Directors that they instruct their Committee on
Public Affairs to undertexe this task immediately and to form & Wax Advisory
Comnittee to assist them in their program.

The Committee would like to coumend Mr, BE. O, Mattocks for his ipvaluable guidance
and assistance throughout the year.

Respectfully submitted in bebalf of the
Wax Research Advisory Committee

by
R. B. ECKARDT, M. 3., Chairman

REB: Mevw
Attach,: Statement by Secretary Flemming, June 30, 1959.




;o RELEASE AT CONCLUSION 5.2
»f NEWS CONFERERCE

Statement*
by
Arthur S. Flemming
Secretary of Health, Education, and Welfare

I am informed that both the Food and Drug Administration and the Public
geslth Service are receiving many inquiries about possible cancer producing agents
jp vax used for milk cartons and other food containers.

I think we Chould try to clarify the situation with respect to these waxes.

During the latter part of 1956, Dr. W. C. Hueper, of the Public Health
service, arranged with the Milk Industry Foundation to collect waxes used by dairies
tor the impregnation of milk containers. Several months later the Foundstion as-
gegbled about 40 waxes for further chemical and biological analysis and sent them to
the National Cancer Institute. In June 1957, 24 of these waxes were sent for study
to Dr. Philippe Shubik, Division of Chemistry, Chicago Medical School. Dr. Hueper

ovided Dr. Shubik with suggestions for the work and data on the economic, chemical,
snd biological aspects of dairy waxes. A representative sample of each of these
vaxes was retained by the National Cancer Institute's Envirommental Cancer Section
of vbich Dr. Hueper is chief.

In the fall of 1957, Dr. Hueper received a report from Dr. Shubik on
results of preliminary tests of the 24 waxes. The studies were performed by
pr. William Lijinsky, an associate of Dr. Shubik's. It was demoustrated in these
studies that ome of the waxes contained s known carcinogen (cancer producing sgent),
l,2,5,6,-dibenznnthneene. Three additional waxes were suspected but no carcinogen
could be identified, It should be noted that while this compound has produced
cancer in laboratory animals, 1,2,5,6,-dibenzanthracene has not been shown to pro-
duce cancer in man.

A report of the results of this investigation wvas communicated to
Mr. Ernest Kellogg, Secretary of the Milk Industry Foundation. As a result, Mr. i
Kellogg asked the American Petroleum Institute for assistance in investigating the 4
problem. : b

Dairy industry representatives also met with Public Health Service milk and
food perscnnel to map out a program to assure that the waxes used were free from
impurities. In November, 1957, the American Petroleum Institute made available
$100,000 a year for five years to support additional studies by Dr. Shubik (Dr. Shubik
bas indicated that the results will be published as the studies are coupleted.)

Accordingly, Dr. Shubik was supplied an additional sample of 26 represent- i ;
ative wvaxes by the petroleum industry. By the time these nev samples vere received, iE
Dr. Shubik had improved his analytical techniques to the point where he could identify

I a8 little as one part of 1,2,5,6,-dibenzanthracene in one-half billion parts of wax.

In the earlier experiments, sensitivity was one part of 1,2,5,6,-dibenzanthracene in

one million parts of wvax. With the high sensitivity of the new techniques, no di-
benzanthracene has been found in any of the 26 samples.

¥Heleased at News Conference, wasnington, D. GC., June 30, 1950.

&
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Meanwhile, in 1958, samples of the 24 waxes sent to Dr. Shubik by Dr. Hueper
in 1957 also were gent to Dr. Paul Kotin, Associate Professor of Pathology at the
University of Southern California. The major results of this study, made by Falk,
Kotin and Miller, were published in the April 25, 1959, issue of a British scientific
journal, Nature (pp. 1184.85).

The Kotin investigations confirmed the Shubik findings that one wax con-
tained between 0.5 and 1.0 micrograms per gram of 1,2,5,6,-dibenzanthracene. The
Kotin investigations demonstrated, in addition, thst l ,2,5,6,-dibenzanthracene added
to dairy waxes for experimental purposes was extracted from thin layers of wax by
milk-

The results of thede stuiles have been reviewed by scientists of both the
Public Health Service and the Food and Drug Administration. I am advised that the
findings are not final but no indications of a health hazard have been found. The
Food and Drug Administration advises there is at present no basis for action con-
cerning these waxes under the Food, Drug, and Cosmetic Act.

The scientists are also agreed that more information is needed. The Food
and Drug Administration plans a study of these waxes in its own laboratories if its
sppropriation for 1960 as now approved by both House and Senate is finally enacted.
The Public Health Service alsc plans to support further studies and to provide
technical assistance to the industry in its control program.

It should be pointed out that the new food additives amendment to the
Federal Food, Drug, and Cosmetic Act covers the safeiy of food container materials
vhich incidentally contaminate food, Just as it covers additives for direct addition
to food.
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DEPARTMENT OF
HEALTH, EDUCATION, AND WELFARE
FOOD AND DRUG ADMINISTRATION
WASMHINGTON 2. D.C.

Occober 27, 1959

Mr, Frank M. Porter
American Petroleum [nstitute
30 West 50th Strcet

siew Tork 20, New YorXk

Dear Mr. Porter:

Secretary Flemming has asked that we reply to your letter of
Octaober 15, 1959, in which you requested an exteasion of time under
the Food Additives Amendment, nermitting the continued use of pe-
troleum waxes pending completion of cthe current research progran.

The Pood and Drug Administration has not, as yet, granted ex~
tensions as authorized by the Food Additives Amendment. We have
adopted the policy that such extensions will be granted where there
is a showing that che material to be covered by an exemption has
been used without apparent injury to consumers and deta is avail-
able demonstrating that continued use would be without hazard to
the public health and that the extensions are necessary, We recog-
nize that the studies on petroleum waxes are in progress, were
started seasonably, and further, that they cannot be completed
prior to March 5, 1960. Thus, we may be in a position to grant an
extonsion in this instance of up to one year, which, incidentally,
is the aaximum period of time which we can grant under the exist-
ing law. We have no statutory authorization for granting exten-
sions beyond liarch 5, 196l.

Before we can take final action in this matter, we will need
more precise information as to the identity of the petroleum waxes
you would propose be covered by such extension and the food uses to
which they will be put. We would aisc need for the record a summary
of the work completed indicacing that the waxea to be covered by
the extension may be safe and a status report on the investigations
still {n progress. It may be that it would be advisable first to
have these scientific matters discussed at a conference betveen the
scientiste of the Food and Drug Administration and those cngaged in
the study. Wc would suggest that this be arranged for early Janu-
ary, which will permit an additional two month's experience with
the studies currently in progress.
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Mr. Prank M, Porter - October 27, 1559 -

As indicated above, {f the data which you furnish us in Janu-
ary indicates that continued use of che petroleum waxes does not
present a hazard to the public health, we wilil be agreeable to an
extension for whatever additional time is necessary, up to March
5, 1961,

Sincerely yours,

BN

George P. Larrick
Commissioner of Food and Drugs
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APPENDIX 3-1

APT MAC QUARANTINE SERVICE

Miss Regina Burns informed us by telephone today
that th;ir brench of the Public Health Service is being re-
organized as of the first of the year, Dr. Ralph W. McComas
will be Chief of the Epidemiology and Domestic Operations
Branch. In the meantime, Miss Burns will continue to act as

liaison with us in the field of quarentine.

G. M. Saunders, M. D.
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APPENDIX R-1

INDUSTRIAL HYGIENE BULLETIN v

BTANDfﬂD DiIL COMPANY OF CALIFORNIA

1958 FOOD ADDITIVE AMENDMENT
Typical Information Which May be Needed
for Petitioning FDA

The most significant feature of the 1958 Food Additive
Amendnent to thae Federal Food, Drug and Cosmetic Act is that it
places the respouosibility on the user and manufacturer to show
affimmatively that the product to be used is safe and presents
no hazard to its consumer. The lav requires that the user now
file a petition for use: of his food sdditive under conditions of
intended use. If he can prove it is safe, the FDA vill approve
its intended use. .

"The term 'Food Additive' mesns any substance the ia-
tended use of vhich results or may reascnably be expected to
result, directly or indirectly, in its bdecoming & component or
othervise affecting the characteristic of sny food including any
substance intended for use in producing, ssnufecturing, pecking,
processing, preparing, treating, pecksging, transporting or
bolding food." )

To assist those who vish to seek clsarance of Coumpany
products under the Food Additive Amendment, the following infor-
sation should be included in the petitioa:

A. Tood additive identification end composition

B. Food additive use

C. Fhysicel and technical effects estadlishing the
food additive as affecting the food

D. Methodology

BE. Safety of the food additive
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1.

INFORMATION REQUIRED FOR PETITIONING FDA

A. FOCD ADDITIVE IDENTIFICATION
1. RName of Product

a) common pame
b) other pames, including trede name
c) chemical name following the nomenclature accepted by Chemical Abstracts

2. Pormula
a) Bupirical formula
b) Structursl formula

¢) Molecular veight

/’
3. Definition of food additive

A. Components % Wt. Brief descriptiocn of manufacturing
process

B. Include equations for chemical reactioms involved
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4. Description of product: 1iquid, solid, crystalline, amorphous, color, odor,
taste, stability

5. Physical, chemical and/or biological properties

Solubility

Cold wvater

Hot water

Alcchol & acids, etc.
Melting point
Boiling point
Specific gravity
Refractive index ”
Viscosity
Optical rotation
P
Ash
Hy0 content
Iodine nuaber
Scponifictéiun number
Alkoxyl content
Volatile matter
.Hnter-inloluble matter

Other extractables
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Biological activity

Absorption spectra in ultraviolet and infrared
Fluorescence spectra

Readily carbonizable substs.

Readily oxidizable substs.

Stability, ete.

Purity. Specification prescribing tbe minimum content of desired components.

Impurities. Specifications limiting srsenic and lead and also other known
undesirable reaction byproducts or impurities. Details of suitable tests
for checking the' specifications.

(Where such informaticn is not aveilable, a statement as to vhy it is
not should be submitted)
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8, Ildentification tests

9. Assay procedure

10. Other pertinent data
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3, FOCD ATDITIVE USE

1. The azount of the food additive proposed for use

2. Purpose for vhich it is proposed

6. Dirextions, recommendaticns and suggestions regarding the proposed
use

b. Include sample of proposed label for the food additive

.. “If the additive results or may expect to result from the use of
packaging material, the petitioner shall shov how this may occur
and vhat residusls may resscnably be anticipated."

a. Determine quantity of each residue on verious fooda and identify
residue.
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(1) Celculated maximum contaminetions, include semple calculations

(2) Solvent extraction using 5 solvents at 135°F for one week (vater,
20% sucrose, 1% citric acid, 3% acetic acid, 3% sodium chloride,
edible oil or lard) - vith solubility curves if indicated.

(3) Quantity and transfer data and description of method used.

L, Suggested tolerance limitation on food

C.  PHYSICAL AND TECHNICAL EFFECTS ESTABLISHING THE FOOD ADDITIVE AS AFFPCTING
THE

l. Is the additive stable or unstable .

2. Will it be expected to become a componeant,
If yes, bov mucht What products ere formed!

3. Will it affect the characteristics of the food directly or indirectly?
I1f yes, how?

Note: These dats should include information in sufficient detall to
permit evaluation with control data.
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7.

L. wWhat {s the smallest Quantity of the additive necessary to produce
effect expected? Data from carefully controlled experiments shoving
the degree of effect accomplisbed by the additive at several different
levels of comcentration in food must be obtained. The number of levels
of concentration will depend upon & number of factors such as the toxi-
city of the additive, the particular foods involved, the proposed usage
level and the increment of the additive required to induce any notice-
able change io the food.

D. METHODOLOGY

1. "A description of practical apalytical methods to deteraine the amcunt
of food additive in raw, processed and/or finished food or any substance
formed in or on such 200d because of its use."

"In order to demcnstrate that the anslytical method is sufficiently re-
liadle and specific, validation data should be submitted. These datas
will consist of food 'blanks' (values obtained by the method on food
containing no additive and expressed as 'spparent' sdditive) and recov-
eries of the additives added to such food at approximately the tolerance
level, both in tbe presence and in the abgsence of cther chemicals ex- .
pected to be in the food. Further, the validation data must demonstrate
that the method is applicable to each food in which the additive is to
be used. The method should generally be accursate to vithin at least ¢
10% at the tolerance level and be sensitive to about 10% of the tolerance
level. The bdlank on & food containing no additive should be reascnably
reproducible and should not exceed 10% of the tolerance."

"The test proposed shall be cne that can be used for food-control pur-
poses and that can be applied vith consistent results by any properly
equipped and trained laborstory persc.nel.”
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g, INVESTICATION MADE ON THE SAFETY CF THE FOQD ADDITIVES

1. Results of animal tolerances (dstailed results and description of
wetbhods)

a) Acute oral Lbsq Rats

b) Acute dermal LDsg Rabbits

e) 30 or 90 Day Subacute Peeding Rats

' d) 2-year Peeding Rats

e) 2-Year Peeding Dogs

2. Reports of investigstion that would dias a "safe” evaluation of the
food additive.

3. Cheek for presence of known carcinogena, if expected.
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9.

f, PROPOSED TOLERANCES FOR THE FOCD ADDITIVE POR SPECIFIC USES

(A petitioner may include & proposed regulation)

PERSONKEL DEPT. - CCRPCRATION
SAFETY DIVISION
BULLETIN NO. 14
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