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INTRODUCTION

This is a transcription of a taped interview, one of a
series conducted by Robert G. Porter and Fred L. Lofsvold,
retired employees of the U. S. Food and Drug Administration.
The interviews were held with retired F.D.A. employees

whose recollections may serve to enrich the written record.
It is hoped that these narratives of things past will serye
as source material for present and future researchers; that
the stories of important‘accomp]ishments, interesting events,
and distinguished leaders will find a piace in training and
orientation of new employees, and may be useful to enhance
the morale of the organization; and finally, that they will
be of value to Or. James Harvey Young in the writing of the
history of the Food and Drug Administration.

The tapes and transcriptions will become a part of the
coilection of the National Library of Medicine and copies of
the transcriptions will be placed in the Library of Emory

University.
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This is & recording in the series of the FDA Qral
History interviews. We are interviewing today Mr. Robert
S. Roe, a retired scientist from the Food and Drug Admini-
stration who held several high-lTevel positions with the
agency. The date is February 7, 1982, The interviewers
are Br., James Harvey‘Young, Professor of American Social
History, Emory University, and Fred L, Lofsvold, Food and

Drug Administration. The interview is being conducted at

the Cosmgs Club in Washington, D.C.

Lofsvold: Mr. Roee would you please briefly sketch your
background as to education and experience in FDA?

Roe: Yes, 1'1} be glad to. 1 am a native of Nenver,
Colorado where I was born in March, 1902, Went through the
puhlic schools of Denver and qgraduated from the University
of Denver in 1924. Worked for a year, as I had worked part
time during my last year in college, as a chemist for a
paint factory in Denver.

I entered the federal service in September 1925, I was
appointed to fill a vacangy in the Minneapolis laboratory
of the then Bureau of Chemistry of the Department of Agri-
culture, which was the enforcing agency for the then

Federal Food and Drugs Act of 1906.



I was told to report for duty in Chicago at the
District Headguarters for several months training before
going to the assignment in Minneapolis. They worked on me
for five years in Chicago and never did get me in shape to
go to Minneapolis. I spent my first five years as a chem-
ist in the laboratories in Chicago; a couple of years in
the food laboratory, and about two years in the drug labor-
atory, and then almost a year as acting bacteriologist for
the Central District.

I was transferred to Washington in July of 1930 and
assiqned to the office of Import Supervision as Assistant
to the Chief of that office, Dr. A. E. Taylor. At that
time the Headquarter's organization was in two groups, the
Interstate Supervision, which at that time was headed by
Charlie Crawford, and the Import Supervision headed by
Dr., Taylor, I spent four years in that assignment in
Washington., It was interesting. The work of that office
had gotten way behind so they had put me in as a third
officer to help get out the back-log. After four years
there we were pretty well up-~to-date, There really wasn't
enough work at that time to keep three of us busy, so I
went to the Commissioner who was W, G. Campbell, Walter
Campbell. I told him we were up-to-date there in the

Import Office and there really wasn't enough to keep three




of us busy and I was the number three guy, didn't he want
to re-assign me. | assumed that I would be re-assigned to
the laboratories in Washington, but within a week I was on
the way to San Francisco. He promptly acted on my sugges-
tion and I was sent to San Francisco to be the Assistant to
the Chief of the San Francisco Station,

Just a month before Frank Vorhes, a chemist in the
Washington laboratories, had alsc been sent to San
Francisco to be the Chief Chemist of the laboratory. No
that isn't quite right. He was sent there to be Assistant
to the Chief of the District, as I recall. He later was
made Chief of the laboratory at San Francisco Station.
Well, it turned out that the San Francisco Station was a
bit behind in some of their work. There were hearing
records piled up all over the Chief's office that had not
heen written up, and the reason for my assignment there was
to help the Chief diq out the hearing records. Well, I'd
never held a hearing before, but I socon became an expert as
a hearing examiner.

It was a fact that the records of hearings were way be-
hind schedule so I went to work on them with the Chief of
the Station. But I was designated the hearing officer and
from then on conducted all of the hearings at the Station.
I worked out as best I could the past hearing records as we

had time to do it,.



These hearings involved situations where violations had .

been disclosed and it was a question of whether or not
there should be any prosecution or follow-up of that kind,
of the offending party. This did give me a good education
on many of the problems of the District and the Station
area because it involved the violative cases that had bheen
gencountered in the operations of the office.

The holding of hearings was not my only function there,
I did participate with the Chief of the Station in the
other administrative matters of the Staﬁion, such as the
supervision of the Inspection office and the laboratory
operations, generaliy.

I did have opportunity to go out in the field with some
of the inspectors to get acquainted with the problems of
the area. I remember one time making tomato cannery in-
spections. This was a big area of tomato production and on
the East Bay across from San Francisco, there were a number
of tomato canneries and manufacturers of tomato ketchup,
and tomato puree and various tomato products. This was the
first year when there had been noted in California a heavy
corn-ear worm infestation in the tomato crop. In one of
the canneries there I was shocked to see the condition of
the tomatoes with the respect to worms; qgoing through the

packing line and being ground up for the tomato juice and




the puree and so forth. [ remonstrated to the superin-
tendent of the plant and the laboratory superintendent, and
the answer was, "To hell with the worms, you can't find
them when they're all ground up. We're getting out the
mold and the bad tomatoes."™ And this of course, was a
challenge which resulted in activity by our laboratory and
other laboratories. [ think the Microanalytical Lahoratory
in Washington already was working on the problem because
the infestation had been present in other areas of the
country before then.

There was developed befare that season was over, the
"worm fragment count", which enabled laboratory detection
of worm or insect contamination in comminuted products. A
good portion of that particular cannery's pack of that vyear
was tied up before the year was over, because we were able
to detect that contamination that we had seen going into
the packs of that particular plant.

Another active project in that area involved fish can-
neries in Monterey particularly, and of course other fruit
products production, At that time we were having problems
with bad cream and milk qoing into butter manufacture.
There was a regulatory program sent out by Washington, to
check on milk and cream, particularly cream going to crea-

meries for butter manufacture, for possible contamination




by rats. The program called for the tasting as well as the .
smelling of such cream. The Chief of the Station desig-
nated me to supervise the handling of that project. I
looked into the problem rather carefully. I was concerned
about this tasting business. I found out that at that
time, California herds of cattle were likely to be infected
with brucellosis, As a matter of fact, the data that [ got
indicated that brucellosis infected herds were being moved
into California from neighboring states. So I told my in-
spection staff not to taste the cream, that we can find the
worst bad cream here on the odor. We had so many seizures
actually, that the United States Marshal pled with me not

to seize any more, that they didn't have any place to store .

the seized shipments. Now [ suspect that some of our
-people did taste it anyway, but I actually gave out the
order to the inspectors they were not to taste it. This
raised the hackles of one of the assistants in the district
office because he said the program calls for tasting., I
said, "Well, we got enough seizures, all we can handle on
examination by odor."

That fall there was a Western District ;onference at
San Francisco and Dr. Dunbar came out from Washington to
attend the conference. The project of cream came up in the

course of the program discussions. I was asked to make




a report aon it from the Station, and I did report. I
reported that I had instructed the inspection staff of the
San Francisco station not to taste the cream in spite of
the orders in the project, because of the fact that I was
afraid of brucellosis and that there w&s no need to taste
jt. The Assistant from the District office then roundly
laid it on to me that I hadn't followed the instructions.
So Dr. Dunbar cut in at that time and said as I recall, "I
haven't got a very good stomach and I couldn't taste the
cream, but I'm not afraid of it."” And I replied, "Well my
stomach's all right, but 1'm afraid of it." And I thought,
"oh boy some of the group looked pretty shocked...Roe's in
for it now."

But that passed, and later an order came out from
Washington not to taste the cream. I was told that Dunbar
had gone back to Washington and discussed this with Dr,
Hunter., Dr. Hunter said, "No that shouldn't be done.," It
turned out that the program procedure was initiated by
somebody else and Hunter was aghast at it too.

Lofsvold: That was Dr, Al Hunter the Microbiologist?
Roe: VYes the hacteriologist, Albert Hunter, ves, Well
that was an interesting incident there.

At any rate after three or four years in San Francisco,

during that time I became Assistant Chief of Station, there




were changes in assignments. Vincent was relieved of duty .
as Chief of District and sent to Denver as Chief of
Station. Kimlel, then Chief of Denver was sent to San
Francisco as Assistant Chief of District. Harvey who had
been Chief at Seattle was brought in as Chief of the
District and I succeeded Harvey in Seattle as Chief of
Station. That was in May, 1937.

This was one of the most interesting and exciting per-
iods of my career, the six years I had at Seattie. There
were several important and sometimes difficult projects in
that area. It was a Targe and extensive fruit producing
area, apples and pears particularly, and at that time was

one of the heaviest spray districts in the country. Eight

or nine arsenical sprays were common on the apple crops in
the northwest at that time.

The program as established by Mr. Harvey, my predeces-
sor, in cooperation with the State officials of Washington
and Oregon, contemplated testing the fruit for spray resi-
dues before it was shipped. My instructions from Commis-
sioner Campbell indicated that I was expected to see that
the 25,000 cars of apples and pears rolling out of the
northwest were clean so that there wasn't any problem at
destination. The arrangement, in the State of Washington,

for instance, the State of Washington had a law that
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required the state inspection and certification release, as
I recall, of apples and pears before they could go out into
interstate commerce. This was a law to insure the mainten-
ance of the quality of the fruit,- a marketing arrangement.
Harvey had arranged with the state to include in their re-
lease certification requirements, the requirement that the
fruit be tested and shown within the residue tolerances.

The state didn't much favor the federal tolerances,
but they were willing to do that with the cooperation of
the industry in order to insure that their fruit wouldn't
be sampled and seized in commerce at destination., So there
had been a number of private laboratories set up to do the
analytical work, We had arranged with those Taboratories
for our chief chemist to visit with them and check with
them and we checked samples with them to e sure they
understood the methods and were using the same procedures,
We made checks with them from time to time to see that
everything was going all right.

One year I recall at one of the larger laboratories in
Wenatchee, we found that things weren't going right. [ had
the inspectors draw samples repeatediy from stuff released
by that laboratory. We found a number of high ones so
something was wrong., I just took fthe hull by the horns

and issued an order that from now on we wouldn't recognize



release by that laboratory. [ probably should've given
them a hearing and at least looked into it further, but I
didn't. I was young in those days and we went after it,
and it really blew things up and shook things up pretty
bady, but improved the operations......

A week or two later a State Senator from eastern
Washington came in to see me. He was one of a trio that
controlled the Tegislature at that time and it seems that
his connection in eastern Washington also had a laboratory
that was operating in the spray residue program. He was
very familiar with the whole program and he told me then,
that the head of the laboratory that I had brought action
against had come to see him immediately. In fact, he said
that he and the Head of the Horticultural Department of the
state had raced across the state to see this Senator for
advice as to what to do about Roe in the Food and Drug
Administration. The Senator told me, that he told them
that "if Roe was wrong, sue him. If he isn't, do nothing."
He said, "They haven't done anything so I guess you weren't
wrond,* Well, I did a bit of sweating at that when I rea-
1ized the situation.

Another incident occurred in the spray residue area, as
we called it at that time. Idaho was in my territory, and

part of Montana, and Oregon. The situation in Oregon was a
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little different. The laboratories there were actually
operated by the state and they were doing a good jobh on
checking the fruit going out., Idaho, I forget just what
the laboratory set-up was, but we'd had a problem with
somebody over there. Senator Borah, a powerful member of
the Senate at that time, represented Idaho and [ learned
later {I didn't know it at the time), that Borah had de-
manded my scalp because of some problem with one of his
constituents involved in spray residue. ! don't remember
who it was or what it was. [ learned later that Borah had
requested the then Secretary of Agriculture to do something
about it, but the Secretary hadn't done anything.
Lofsvold: That was Mr. Wallace probably.

Roe: Yes, Henry Wallace. Henry Wallace didn't take my
scalp.

A big project in the Seattle area was canned salmon,
Salmon was canned in canneries along the Washington coast,
the Oregon coast, and of course extensively in Alaska.
There were three areas in Alaska; southeastern Alaska, cen-
tral Alaska, including Kodiak Island, and Bristol Bay.

[t took an inspector, almost two weeks to get around
the Aleution Peninsula, into Bristol Bay. He would go by
boat from Seattle to Seward and then transfer to a littie

boat that took about ten days to go up around the Peninsula
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and then into Bristol Bay. There was no town there, no .
hotels or anything. You literally had to thumb rides on
cannery tenders, between canneries and put up at canneries
over night and so on, for about a month, the season in
there. It was a rough assignment. In southeastern Alaska
the coverage was made by a Forest Service boat that was
provided to us. Southeastern Alaska is a series of moun-
tainous, heavily wooded islands, and mostly under the
Forest Service. The arrangements were for them to provide
a boat and to take our inspector around the area. It would
take about three weeks to get around., There were about

fifty canneries in the area.

Well, Harvey and Dr. Dunbar had arranged to try out .

airplane coverage, the first...well the second year I was

in Seattle. Harvey had used airplanes up there, as it was

quite common transportation in Alaska at that time, There

was not much, there was practically no commercial air tra-

vel in the lTower 48 at that time or it was very rare. They

had arranged a contract with a 1ittle airplane company in |
Ketchikan to try it out in southeastern Alaska. S0 when

word got around the station that the Alaska inspectors were

going ‘to use air travel, I heard that some of the wives of

the inspectors were qgoing to call on me to protest this

dangerous operation. I called in the Chief Inspector and
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told him what I had heard. He said, "That's right, they're
going to descend on you." I said, "Well, I Tike to see the
girls and all that, hut not on a mission of this kind, and
I'11 tell you what I'm going to do. I'm going to make the
southeastern inspection assignment right now. VYou're going
to cover southeastern Alaska this year and I'm going with
you,"
Young: Who was this?
Roe: The Chief Inspector, Eric Gray.
Lofsvold: Who was a qualified fish examiner.
Roe: And I said, "You can let that leak out and I'11 deal
with your wife and mine." So that's what we did. Eric and
I set off far southeastern Alaska and neither of us had
ever been in an airplane before. £Eric told me on the way
up there on the boat, he said, "There's one place I'm a
little concerned with, that's a place called Hidden Inlet.
You go in by boat in a narrow channel between great walls
of mountains on each side, that's going to be.,..." "Well,"
[ said, "We'll leave that till the last, We'll try the
airplane first somewhere pglse,"

We arrived at Ketchikan Tate in the morning about noon
of that day. As we got into the hotel we met...a name I
can't recall...he was the President of the Nakat Packing

Company, which was the Atlantic and Pacific Tea Company's
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salmon operation. He said, "I'm going over to the cannery .
this afternoon, you boys want to come along?" And I said,

"Yes, we'll go", not knowing where this cannery was or any-

thing. It turned out, it was Hidden inlet. So we got on

the plane with him, a little five passenger job. Eric and

I ctimbed on. We watched what the other fellows did and we

tried to act nonchalant, our first time on an airplane, it

was & hydroplane that took off from the bay there. Went up

over the mountain and came down on the bay at the proper

point to taxi up to the cannery dock. Everything went fine

it was very interesting. I said, "Eric, where were all

those cliffs you told me about?" "Hell", he said, "They
looked different from up abovel" So our first airpliane .
ride was to Hidden Inlet. It used to take at least a week

for the boat to get from one end of that area to the other,
If they happened to be up around Juneau and Sitka when the
weather was hot and there was a heavy fish run down
Ketchikan-way, by the time they got down there, it'd be all
over., By the airplane we could get to any cannery in the
area within about an hour or two.

One trip I recall, we had called for a plane for about
seven o'clock in the morning to go from Ketchikan up to
Juneau. We wanted to inspect some canneries up there. We

Tanded on the Bay at Juneau and taxied up to the dock,
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Somebody had to get gut on the wing to throw a rope up to
the dock. Eric got out there. The wing was wet and he
slipped and dropped right off the wing into the water, and
I managed to crawl out enough to get his hand and we got
him back on the plane. He sat by the stove at the cannery
dock all day and [ went out and inspected the factgries.
When we got back to Ketchikan that evening, I spoke with
Mr., Munter, who was the head of the airplane company.
He was the chief pilot, he was ane of the old-time harn-
storming pilots, a good one. I told Munter about this
incident, I said, "Eric slipped off the wing and went in
the bay." And Munter looked at me and said, "Did his hat
float?" [ said, "His hat would've floated if he'd had a
hat on." In other words, did he go clear in, and he did.

We used to fly when the fog was high enough, right
across the islands up the valleys and over. But often the
fog was pretty low so we didn't dare go above it because
you couldn't tell where to come down, it was all moun-
tainous. So then we'd skim around the islands just a few
hundred feet above the water.

[ recall one day when we were coming back from a trip
we had started up a valley to cross an island and the fog
started rolling down on us. The valley split into three

valleys., The fog was rolling down in front, we turned to




the right but the fog came into the right also, so we tried

the left (it was coming in behind us by then) and we just
got out on the left valley. I was sitting up next to the
pilot and I had a big forest service map in front of me. I
liked to watch where we were going to see if I could spot
the places. After we'd been going for a while the pilot
said, "Let me have a look at the map." I thought, "oh my
god, he doesn't know where we are," I gave him the map and
he said, "“Oh yes, that's it." He knew where we were all
right, but he couldn't remember the name of that peak
there. He wanted to radio in his position. Well, those
are two or three of the interesting items we encountered in
Seattle.

Lofsvold: Was that 19387

Roe: 1 was in Seattle from May 1937 to June '43, and that
probably was in 1938 when this happened. That was the
start of the airplane coverage.

Lofsvold: Did you have any further problems in the next
year, of people not wanting to go? Or wives not wanting
husbands to gea?

Roe: MNo, I don't recall any protests or complaints, I
remember one inspector, Bob Silver, who went up quite will-
ingly, but when he came back he told me of one incident
that he'd had, that at the moment was very disturbing to

him.
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He was flying out of Anchorage to cover Bristol Bay.
Instead of 10 days by boat around the Peninsula, you could
fly over there in a couple of hours from Anchorage. He
took off one day with a pilot who was not feeling very
well, obviously disturbed about something. It turned oqut
as they flew along that the pilot said he had just received
divorce papers from his wife. He was greatly disturbed and
he made the remark, "That he didn't give a hoot whether he
got back or not." Well, Silver did, but he was in the
hands of the pilot.

Young: Can I just ask a question? I'd read about the
situation with respect to canned salmon in the early '20's
and so on. Before we go on, could you just characterize
the status of salmon canning. Was it pretty clean gener-
ally by this time, or were there still bad situations you
ran across every so often?

Roe: Well, there were still problems and we still had
occasional shipments that contained bad material, But it
certainly was a vast improvement over what it had been
earlier.

I was told that canned salmon first came into commerce
extensively during World War One. Lots of it was provided
the troops in that war and there was a lot of bad stuff in

it, so that canned salmon had a very bad name among
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consumers who were familiar with it as a result of the sit-
uation during the war, Well, by the time we were up there
in the 1930' and '40's, it was under pretty good control.
Now there are a lot of problems, there were and I suppose
still are, in the preparation of canned salmon. For one
thing there are tremendous tides in Alaska, twenty foot
tides and that means that many of the cannery docks can't
be reached except at high tide., At low tide they are way
out of reach of the fishing boats. O0ften, if they didn't
get a good catch, the fishing boats would stay out for the
next tide until they got a good catch. Some of the fish in
the hold was pretty old by the time they got in to the can-
nery, on the tide. So the rules were established to re-
quire the fishing boats were to come in on the tide regard-
less qf the size of the catch, That was one thing.

Cannery superintendents weren't always too careful.
They were rated, in part, on the number of cases they made
per ton of fish delivered. So they were getting everything
they could into the cans. There were other problems invnl-
ved in the delivery, the sorting and butchering of the
fish, and the canning and processing that added to the dif-
ficulty of avoiding the inclusion of spoiled or partially

spoiled fish.
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In the Worlid Yar 1 periocd, 1 was told that it was not
uncommon to find 20 or 25% of the cans in a shipment con-
taining bad fish, By the 1930's the whol2 operation had
been greatly inproved and generally was under good control ~
so that not many shipments were encountered that contained
significant spoiled or stale fish., I might add another
comment on canned salmon...

The year I togk over in Seattle was the first year in
aperation of the "Better Salmon Control Plan". When I was
told what the plan was, I frankly was a bit shocked. It
was such a departure from the usual enforcement procedures,
involving direct participation by the industry. But it
worked very well, Commissioner Campbell told me it's your
job to make the plilan work. The plan briefly was that, those
canneries whose ogperators chose to operate under the plan,
were to provide us with a complete list of their packs and
their code marks and everything. They were to have their
packs tested by the National Canners Association lab in
Seattle and any lots that the Canners Association lab found
bad they were to withhold from the market and notify me
that they were withholding it, and it would be recondi-
tioned under proper supervision. That any lots that we
sampled and found to contain bad fish that they had not

reported, they were to hold for seizure.
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Most of the canners, I think all of them, I don't re- .
call any now that were not on the plan, participated. I
was concerned because this was something new and it was the
NCA laboratory boys who had appeared in court against us on
cases that went to trial, and of course they gavé the best
picture they could from the standpoint of the organoleptic
tests that were used then as opposed to ours, I said,
"Gosh, that's just going to be pretty risky." But you
know, it worked out very well,

I remember that first year or second year there were, I
recall three instances where canners came in to me and said
that the NCA had knocked over a Tot that they knew we had
sampled and we hadn't said anything, so we must've found it .
all right. If so, couldn't the lot be released without re-
canditioning? I would say to them, "Are you on the plan or
aren't you? You don't have to be on it, but if you are on
it then you must follow the rule and dispose of it." Three
times that happened, three different canneries and I told
them all the same and so they went back and reconditioned
their lots,

There used to be a meeting of the Salmon Packers every
year at the end of the salmon season, I think it was Tate
in the Spring sometime. [ was always invited to make a

speech, in fact they put me the 1ast on the program because
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they liked to have a lot of questions and harrasment and if
I was last on the program that kept the guys in attendance.
They wouldn't be sneaking out. So, I was on the program
that year and I ad libbed a little bit in the course of my
prepared speech and referred to these instances of where
three of them had asked to be relieved of having to follow
the condemnation by their laboratory. I told them that be-
fore we took action against a lot we had to be sure that we
were right. In other words, we had to allow a margin of
error, that we had to find a little bhit more than would be
enough to call it bad to be sure. I said, "Your examiners
have to use that same margin of error but in the opposite
direction because their job is to nrevent yau fraoam shipping
anything that we might find bad on our sampling. So they
have to be a Jlittle more careful on that same margin of
error but in the opposite direction so that anything they
release is going to go right through." Aad I said, "I'm
not surprised that there are occasional Tots in which your
examiners find something that my examiners don't. [If that
were not the case, [ would think something was wrong." I
said, "This satisfies me that you're getting a competent
and an honest job from your laboratory and you ought to be
darn glad of it." That took care of that situation, I

didn't have anymore requests.




[ don't kncw what the situation is now up there, that
was back in 1938 to '43 but the first years of that opera-
tion worked out quite well. It was possible in that area
because the great bulk of the packs from Alaska was brought
down for warehousing at the Seattle docks and that's where
it was labelled out and sold and distributed, Oh, there
were some packs that went direct through Canada from ATaska
by rail but most of it was warehoused in Seattle. The can-
neries within the state, who operated on the plan of course
were there with their packs and there was no problem.
Lofsvold: That Better Salmon Control plan was one then
that had been negotiated before you got to Seattle?

Roe: Yes,

Lofsvold: Was it just the year before that it had been
agreed to?

Roe: Apparently yes, because my take-over up there was the
first year of its operation and it had been negotiated with
the Commissioner in Washington.

Lofsvold: I think Harvey had a hand in it too.

Roe: Harvey was involved in it yes, I'm sure. Well, I've
stopped too long at Seattle, perhaps.

It was in July 1943 | was transferred to Los Angeles
and I spent nine years there at the Los Angeles office as

Chief of Station and later they called it Director of the
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District. They changed the organization as you know. The
problems in California, some of them similar to those in
Seattle but many of them different. There were fisheries
there, canned tuna principally in that area as to the can-
ned products and, mackerel and sardines. And of course, a
big citrus fruit industry and also a big drug industry or
pharmaceutical industry, lots of quack remedies and various
types of vitamin products and that kind of thing there, It
was an interesting territory, a difficuit one in some ways.
We had a lot of court work in Los Angeles, If was a
big U.S. Attorney's office there. I think there were some
twenty-five or twenty-six assistant United States Attor-
nies. There were six or eight judges, I've forgotten just
how many but it was a large set-up, A sub-office in San
Dieqo where there was one judqge stationed and an Assistant
U.S. Attorney. The U.S. Attorney's in Los Angeles was
organized into a Civil Division and a Criminal Division,
Qur seizure cases, of course, went through the Civil Divi-
sion. The criminal cases, the prosecutions went throuqh
the Criminal Division., It was the practice there at that
U.S. Attorney's office, when cases came in for the filing
of an information or the development of an indictment they
would go to a certain Assistant U,S. Attorney who would

decide whether to file the cases or not. So, every once in
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2@ while they would raise questions and hesitate to file the
case, but after discussion they would usually file it.

I remember one case that we thought was an important
one because we had developed it with a certain situation in
mind. It involved a vitamin product that was deficient in
one or more vitamins, It had been manufactured in San
Diego, and shipped to Los Angeles., We sampled it in Los
Angeles, and found it deficient and on the theory that this
was part of a lot that this dealer ships in to interstate
commerce and we had evidence that shipments were made in to
interstate commerce. {Our theory was that instead of wait-
ing to sample a shipment in interstate commerce, which
would be only part of the 1ot involved and if wae find that
bad then go through the procedure with respect to that
interstate shipment, why not act on the main lof here be-
fore it is shipped. Since some of it is going to be ship-
ped, and the manufacturer had quaranteed it on his invoice
as in compliance with the Food and Drug Act we thought we
had jurisdiction. The person who bought it, the distribu-
tor, was shipping in commerce so we sampled it there and
found it low, and filed a request for prosecution of the
San Dieqgo manufacturer. The Assistant United States
Attorney said, "Oh, no, you are stretching the law." So,

we argued for some time and then he agreed to go to the
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U.S. Attorney, who then was Mr. Tolin., So he and I went to
Tolin, he explained his position and Tolin said, "What did
[ have to say" and I told him our view of the matter., [ am
not stretching the Taw, I am trying to apply the Taw. We
have the court here to tell us if we have gone beyond the
law, Why should we decide that we should narrow the law to
this point. We think this is important that it's a basis
for control of this product that ought to be up to potency
in the claims that they make. Tolin said, "That's a rea-
sonable argument, go ahead and file."” So Mr. Komins filed
the case.

The case was against the San Diego firm so it was set
for trial in San Diego., The Assistant United States Attor-
ney there protested. "On the facts here, we shouldn't pro-
ceed on this," Tolin told her to proceed with the case.
Well, the judge ruled against us and frankly we expected
him to hecause of a ruling the Ninth Circuit Court of
Appeals had made on some other case. We thought that the
trial court might feel bound by that ruling., Our theory
was, that's all right. The situation here is one that we
can appeal direct to the Supreme Court. The district court
judge as I recall, was one that we felt wouldn't be too
unsympathetic with our view, but he would adhere to the law

as he interpreted it and he did. But he gave us a record
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that did enable direct appeal to the Supreme Court and the .
Supreme Court ruled with us. We did get an interpretation
of law on that point that we thought was very important, I
don't know how it's worked out.

Young: Do you remember the name of the company or the
case?

Lofsvold: Michael Walsh trading as Xelp Laboratories.
Roe: That was the one.

Lofsvold: We still use it in the basic law course that
['ve been helping teach. We don't use the guaranty sec-
tion now as much as we did in. those days. Since then we
have other court decisions that give us jurisdiction over

goods before they are shipped, on the hasis of one of the .

ingredients was received in interstate commerce. That made
the guaranty provision less important for ¢ontrolling goods
before they are actually distributed to the public as you
were trying to do in this case. The quaranty section is
still there and can be used but it isn't needed nearly as
often as it used to be.

Roe: That was ane interesting situation we had with the,..
Young: It was about the same time as the Sullivan case,
wasn't it? Rouchly speaking.

Lofsvold: Late '40's, yes,
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Young: A little later. But they were all involved in the
gquestion of jurisdiction,

Lofsvold: Yes, this was another aspect of interstate
jurisdiction, It was 1947,

Roe: Well, after nine years in Los Angeles I was trans-
ferred to Washington. In the mean time, there'd been a
reorganization of the field service., When we started out
there were the three field districts with headquarters in
New York, Chicago and San Francisco. Now those districts
were done away with and all of the former stations became
Districts and there was set up in 4Yashington the Division
of Field Operations, the Division of Litigation, and a
Planning Division. The three former District Chiefs came
in to head up these three new divisions except Wharton
didn't come in, he retired.

Young: Were you consulted at all prior to this change of
administration, about it? Did you have anything at all in
the way of input to make as this decision was brewing?
Roe: No, [ do not recall we did.

Lofsvold: Do you know whether the District Chiefs
consulted? Obviously they would have been?

Roe: I think they probably were but [ do not know.
Lofsvold: I cannot recall, I wasn't a Station Chief but 1

don't believe Monfore was consulted either. He was your
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successor as Station Chief at Seattle, and I was his assis-

tant at that time, but [ don't think he knew anything about
it either until it happened, even though he was transferred
to Washington as Harvey's deputy.

Young: In your being informed of the change, do you remem-
ber the key reasons given for the advantages of the new
system over the 0old system? Did they tell you reasons for
the change?

Roe: I don't recall whether they did or not. Incidently I
wrote an article on the organization for Food and Drug Law
Journal once. "Evolution of the Field Organization", that's
right, Charlie Crawford asked me to do that.

Lofsvold: Shall we make just append a copy to the tran-
script of this interview?

Young: Right. December 1952 issue of the Food Drug

Cosmetic Law Journal.

Roe: When the Districts were done away with and the new
organizations put into effect, J. 0. Clarke, the Chief of
the Central District went to Washington to head up what
became termed thke Division of Program Research, which was,
really, the Planning office. He retired a few years after
that and [ succeeded him in that assignment. That was in
the middle of 1952, in fact about August '52. I was in

that assignment for two years and then Charlie Crawford
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retired as Commissioner. Crawford was Chief when I went in
there and he retired and Larrick became Commissioner and
Harvey, who had been an Associate Commissioner became
Deputy and I became the new Associate Commissioner for a
couple of years,

Then there was another reorganization of the set up and
this reorganization did away with the Associate Commis-
sioner positions and set up a bureau organization. Pre-
viousty, the assignment 1 had as Associate Commissioner was
the coordinator of the headquarters Divisions, - the
Division of Operations, the Division of Program Planning
and the Scientific¢ Divisions.

My assignment as Associate Commissionar was to be
coordinator of the Headquarters Divisions, including the
Scientific Divisions. But on the reorganization there was
set up a Bureau of Field Operations, a Bureau of Medicine,
and a Scientific Bureau, the Bureau of Bionlogical and
Physical Sciences we termed it. [ was assigned to head
that Bureau and to organize and develop that Bureau. It
was bringing together the then seven Scientific Divisions.
This was perhaps my most interesting and challenging
assignment in the Food and Drug Administration, to get
these Scientfic Divisions coordinated into a qood operating

scientific team.
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There had grown up some walls between the Divisions,
where there wasn't always the degree of cooperation that
there should be. We felt by setting up a Bureau of Science
that we could better administer that and get a good hard-
hitting scientific team. [ did not pretend to be the chief
scientist of the administration which I was not because the
people in the Scientific Divisions, the Division Chiefs and
many others were far greater, better scientists than I was.
I was the administrative director of the Bureau. The
scientific expertise resided in the Division Directors of
each Division who were experts in their fields.

I think this organization developed very well, at least
from my stand point I feel we set up a qood scientific
organization. MWe had participation by several different
Divisions at a time on a certain project or problem, where
before they had independently dealt with it if they dealt
with it at all. We could call on the different types of
scientific expertise that they had there to apply on these
problems in a better, coordinated way. It worked out very
well in the years that [ was there, which was Seven or
eight, from '56 to January '65, Director of the Bureau of
Biological and Physical Sciences.

At the time I took it over I think there were seven

Divisions; Antibiotics, Cosmetics, the Division of Food,
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the Division of Pharmaceutical Chemistry, the Division of
Pharmacology, the Division of Microbiology, and Division of
Nutrition.

There were perhaps four hundred or four hundred and
fifty people in the group. We were enlarging it and had
plans to bring it up to about a thousand people in the
Bureau. At the time that it was reorganized again we had
about seven hundred, as I recall. I would say about 67%
were in professional scientific categories, There was a
fairly large group of technicians and animal caretakers and
laboratory helpers and then of course the clerical and sec-
retarial staff. We had a good organization.

During those years; the early years - we were in trou-
ble fimancially, that is with depleted rescurces. That was
the time when the Eisenhower Administration came in and the
ranking Republican, Mr. Tabor, hecame Chairman of the
Appropriations Committee.

Tabor of New York, had his day. He saw to it that Food
and Drug appropriations were cut, We actually had to run a
RIF at that time and it was devastating. So we wereg in
pretty low straits for a few years.

I recall that it appeared to many of us that the new

Eisenhowar Administration appointees baelievad their
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campaign rhetoric, that government bureaucrats generally
were incompetent or worse., It always takes some time for a
new administration to get acquainted with the Department
staffs and programs and establish mutual confidence with
the permanent personnel, etc. This seemed particularly the
case in this change - it was evident, I thought, in several
Departments - and particularly so with us, emphasized by
the “"Taber appropriation cuts", which necessitated a R.I.F.
in FDA. Some industry groups took advantage of this atmo-
sphere and complained to the Department about certain regu-
latory programs or procedures, Our "Clean Grain Program"
is @ prime example. This program had been developed by

the Division of Program Research after several years of
thorough field studies. (The sanitation clauses of the Act
of 1938 had enabled programs to clean up insanitary condi-
tions in manufacturing plants such as rodent and insect
infestations. Now, in the case of cereal products we were
inaugurating a program to improve the handling and storage
of food grains to prevent rodent contamination).

I became Director of Program Research in 1952 - the
Clean Grain Procram was one of our major activities at that
time. At the start of such a program we sought to take
action against the worst contaminations, so our program at
the start callecd for condemnation of corn, for instance,

that contained more than one rat pellet per pound.
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Early in the new Administration, Mrs, Hobby, Secretary
of H.E.W. stopped the program. A few years later after Mr,
Mintener had become Assistant Secretary of the Department,
the program was reactivated with his help, and I believe
perhaps with some assistance from Under Secretary Rocke-
feller, but at an action level of two pellets per pound.

(The Department of Agriculture had not been happy with
our program - we, of course, had sought their cooperation
because of their interests and responsibilities in grain
products.) In the revival of the program, Assistant
Secretary Mintener designated me to represent the Depart-
ment in meetings and contacts with the Department of Agri-
culture to secure their cooperation and we.did get their
acquiescence and cooperation,

It was during the early Eisenhower years that a
National Cancer Program came into being, which we did
participate in, as I mentioned at lunch; accepting funds
from the Cancer Institute to set up and enlarge our Phar-
macology Taboratory so that we could do some 5f the toxi-
city testing on compounds that they wanted to study in this
cancer proqram. That did enable us to enlarge our labora-
tory and maintain our staff there and get some training

which came in well a few years later when we dropped out of

the program, or the program changed.
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By then we did have more appronriations and we did have .

more responsibilities in the Pesticide Amendment and the
Food Additive Amendment and the Color Additive Amendments
and all of that, which made for a tremendously important
and tremendously difficult scientific operation in some
respects, I think that we had there a first class Scien-
tific Bureau that the boys in their fields, in the Pesti-
cide field, and Pharmacology and in Microbinlogy were just
tops in their areas anywhere.

Young: Prior to the budget cuts that you mentioned, did
you feel that you had enocugh money adequately to staff for

the tasks that you had and to get good scientists? There

was shortly to come, a good deal of criticism about FDA for .

not being able to secure and hold as many and as competent
scientists as it ought to have had, as in the Citizen
Committee reports. Was this criticism based solely because
of the cuts of the Tabor period? Or had you really had
trouble with your budgets getting people? You've mentioned
that these are as skilled people in their field, and very
appropriately skilled to their tasks., Would you talk about
the quantity and the caliber of the scientists in 1ight of
this backaground of criticism that was to come.

Roe: Well, I think even before the Tabor period, we did

not have adequate funds to do what we should have been
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doing and could have been doing. This period of course,
just enhanced the problem when we were cut back. I think,
yes, I think perhaps we did have diffculty in getting and
maintaining scientists of the caliber we wanted. Although
those that did stay with us, [ do not want to depreciate, I
think we hdd high caliber talent but many scientist§ bf
that quality were not interested. They wanted to do
strictly research and basic research. After all, we
weren't basically a research organization. We were a law
enforcement organization or a law administering organi-
zation., .The basis for our being there was to supply the
underlying science and methods of analysis and procedure
and so on to enable enforcement of the law.

We had to direct all of our operations toward that end
and many scientists just weren't interested in that phase
of it, as [ see it. They would leave to go to Public
Health Service or universities, or pltaces where they had
more control over what they could do and what they could
study, as basic research people. I think it's amazing
that we had and retained as good quality scientists as we
did,

Young: That was part of your job to keep working at that
problem of staffing with the best scientific personnel that

you could.
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Roe: That's right. I did have, frankly some problem with- .
in the organization. Qur business office, when we were
setting up our dSudgets and asking for facilities for this
project and that which involved some research for study and
development of methods, or research to study the composi-
tion of certain foods and so on. They would say, why
you're not a research organization, you're supposed to be
enforcing the law and you shouldn't have that kind of work
going on. I had, from time to time to repeatedly arque
that this is basic to our ability to do what is required
for enforcement of the law,

There was this continugl criticism within the organi-

zation., Why aven from the General Counsel's office one

time, as I recall, a memorandum was sent to the Commis-
sioner, sayinag that the Scientific Bureau should not be
working on development of methods, or improving methods,-
that they were just making trouble for us as they get more
sensitive methods and then everything's blown up and they
shouldn't be doing that. [ had to arque, of course, we
should be doing that. If we should stop deing it it isn't i
going to stop development of methods, that's going on all
over the world, but we should he the leaders in this field.
Young: Otherwise you'd be the laughing stock in court.

Roe: Yas.




Young: You were, in many ways, the leaders in the world,
weren't you?

Roe: I think we were.

Young: Can you remember examples that you would point to
of things that show the Food and Drug Administration lead-
ing the state of the art?

Roe: Yes. [ think in chemistry, in the methodology of
pesticide chemistry, some of the work reported by our peo-
ple certainly was in the lead. And certainly in pharmaco-
logy, I think most of the toxicity testing work that was
followed, not only by our laboratory but Taboratories
pverywhere working on this had been developed by our
pharmacologists, or came from that pretty much.

Lofsvold: Then too, the antibiotics people were respon-
sible for.....

Roe: The Antibiotics Division, of course, was in the fore
on antibiotic testing and antibiotic standards and I think
that's pretty much the case in pharmaceutical chemistry,
That many of the USP methods derive from work at least
participated in, and some of it initiated by our people.
Young: In vitamins?

Roe: Yes. Now in vitamins, and the Division of Nutrition,
which was formerly called the Vitamin Division, they did

develop some of the methods on vitamin assays that have
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wide recognition. ©Dr. Oral Lee Kline who participated in .
one of your meetings, is very familiar with the vitamin
work and the nutrition work of the Bureau.

[ take great pride in the scientific competence of our
people. Oh, they weren't the greatest scientists in the
world all of them, and some of them had their foibles and
we had problems. But I think by and large they would match
up with and in fact, lead most laboratories that I know, in
competence and integrity. (See attached letter June 27,
1958 from H.A. Toulman, Jdr. to R.S. Roe).

Lofsvold: [ think one of the shining examples, especially
of the interplay between Divisions that you spoke of under

your supervision, was the mycotoxin problem when chemists .

and the microbiologists worked together on that, and also
the pharmacologists in the early days of the aflatoxin
problem.

Roe: That's right I recall what ! used to do when a matter
would come in 1ike one of the cancer problems, such as the
Hoxsey cancer case or some other that was giving us much
trouble. The Division of Field Operations wanted to get
some scientific work done to back up a case they were deve-
loping. As had been their habit before, they went directly
to one of the Divisions where thay thought some work should

be done. [ heard about it, so I asked them to bring all
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matters like that to the Bureau office. What I did when I
got a request like that was to decide which Division shouid
do the work, In many cases several Divisions might be
involved.

What I did then was call a conference of the Divisions
that I thought might be involved and have the Field Opera-
tion present their case as to what the problem was and what
they wanted done. Then I would designate somebody to head
up the investigation and indicate the Divisions that would
be in on it., This worked out very welil, I remember Dr. E,
M. Nelson, - Elmer Nelson was head of the Division of
Nutrition at that time, -~ he told the Commissioner that
this development of inter-Division teams on specific pro-
jects was one of the best things that had happened. They
were all a bit skeptical when I came over to be Bureau
Chief, the Administrative Chief., I got Elmer and other
Division Directors in on one of those conferences one day
to select a project Director and determine which Divisions
should participate on a certain problem, It was then that
Elmar told the Commissioner that one of the best things
that's happened here was getting the group together to work
on a coordinated basis.

Young: It just was an inter-disciplinary seminar on the

particular practical problem you confronted?
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Roe: That's right. So we had a very interesting and, I .
think, worth whiie time there in that Bureau. Then reor-
ganization again. Our Bureau was cut down the middle.
Young: When was this?

Roe: This was about January 1965. Now what brought that
about...some reorganization within the department.

Young: Still this was the last year of Commissioner
Larrick's term.

Roe: No...

Young: I think he retired in December 1965 if I remember
right.

Roe: Well, I'm not sure of that date but I am pretty sure

of the date that January 1965 when they set up the Bureau

of Scientic Standards and Evaluation and the Bureau of
Scientific Research.

I was designated as Director of the Evaluation Bureau
and Dr. Banes, who was my Assistant Director in the Bureau
of BPS was designated Acting Director of the Bureau of
Scientific Research, (Dr. Summerson was brought in as
Director of the Bureau). In my view they should have named
Dr. Banes Director and left him there, he was really good,
and very capable and knowledgeable. However, that's the
way it started. He was Acting Director there and I got the

other Bureau. And as set up by our business office in the

40




administration the Bureau of Scientific Standards and
Evaluation was to have practically no laboratories at all.
We were to review petitions and set up tolerances as be-
fore, and food standards work and anything involving
standards and evaluation. We had the Certification Divi-
sions also.

Well, I protested that loudly. [ said, we just cannot
adequately do the job without laboratories. These are
scientific matters, we have to have scientists who know all
the angles to evaluate these petitions., They said, well
you can call on the Science Bureau for that, [ said, no,
we've got to have it here and I protested that strongly so

finally they agreed yes, we could have some laboratories
and scientists and so on. Well, in one of the laboratories
I had to have pharmacology expertise. So when we first set
things up I had one of the Divisions designated Pharmaco-
logy. The business office said no; you ¢an't have Pharma-
cology we've got a Pharmacology Division in the other
Bureau. We can't have two of them. [ said okay we won't
have pharmacology then, dut we will set up a Division of
Toxicology. They accepted that and that's the way we took
care of that one, at least temporarily. Well, this new
Bureau organization I felt was a mistake, but...
Young: That is to say, splitting the Bureau was a mis-

take in principle, right from the start?
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Roe: Yes. There had been, as I recall, before this Divi- .
sion was made, this reorganization...and there was some
other reorganization within the Food and Drug Administra-
tion at that time. I do not recall what it involved but
our Division Directors and some of the other scientists,
and I had met with the Commissioner and the Deputy Com-
missioner, some months before when it was obvious that
there was to be a reorganization. They discussed it with
us and asked for our input and indicated that there would
be further discussions with us, but there weren't further
discussions. Suddenly I was calied in one day by Larrick
and handed the program. No explanations. I don't blame

Larrick or Harvey, I know they had pressure from the

department and just what it was I never did know. [ dis-
cussed it with Larrick and at the time he presented it to
me I wasn't prepared to evaluate it., I said, "we'll see
what we can do to line it up." Then after I thought abhout
it for a while it just seemed to me, this is bad, I don't
think it's right. [ wrote a memorandum to Mr, Larrick
about it. [ didn't handle it very well, I wish I could do
it over again. I worked on it at home and had my wife type
it and we made several drafts and I finally had it worked
out very well. I left it with Larrick. He was hard to see

in those days, he wasn't too well, you know and he just
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wasn't available. So I Teft it with his secretary to give

to him with a copy to Harvey. I outlined [ thought it was
very very bad, that after all, this was an extremely impor-
tant thing that the development of standards and the set-
ting of tolerances...and we must maintain the Teadership in
this field. We couldn't do it without having the review
scientists backed up with a laboratory of their own and
participating in the work of the laboratory. I protested
real strongly and I wound up by saying I realized that
eventually this Scientific Bureau has got to be headed by a
recognized scientist of stature, that [ don't qualify for
that status, and you may want to replace ma, but I think
its important that the splitting of the Bureau not be done.
Well, I'm afraid I didn't hit Larrick just right on it
and I don't know how much of this should go in the record,
but Mr, Harvey called me and was quite disturbed. He said,
“1f this gets out to the Congressional Committee its going
to blow up the works." [ said, "Well nothing's going to
get out Harvey." He said, "Well its on the record, your
sacretary..." And [ said, "My secretary in this case was
my wife. Nobody else knows anything about this." So that
relieved him. [ said, "I'm certainly not going to any Con-

gressional Committee, but I feel its my duty as Chief of
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your Bureau to give you my views on the meaning of this and .
that's what ['ve tried to do." That's the way it was set
up and we worked then, oh about two years, on that. Yes, I
guess that must have been about the time that Larrick went
out, Dr. Young. It was shortly after that that Goddard
came in.

I rememher my first meeting with Goddard. He'd called
in the Bureau Chiefs and how he ridiculed the nomenclature
0of the Bureaus, the Bureau of Scientific Standards and
Evaluation. So I didn't last Tong after that, that's
right. January '65 that started, July '67 [ retired. So I
had a year and a half as Director of the Bureau of
Scientific Standards and Evaluation.

Young: And it was during that time you worked hard to .
build up its own laboratory competence for its mission?

Roe: Yes, of course when we split up, we did get part of

the existing laboratories. [ protested anything else. We

did build them up some.

Early when Goddard came in, he ridiculed the whole
business., I remember one conference he called me in to
discuss that and challenged me to show why we should have
this Bureau. I said, "Well Dr. Goddard I really didn't
think we should have had in the first place this set up."

and I told him, in fact I may have showed him the letter
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I'd written to Mr. Larrick. In fact, Goddard was saying
that he was going to consolidate those Bureaus and he did
consolidate them. Actually the two Scientific Bureaus
lasted less than a year under Goddard. [ said to July '67
but it was in May '66 that Goddard re-combined the Bureaus
into the Bureau of Science or whatever he calied it. He
designated Dr. Summerson as the Chief of the new, combined
Bureau and Danny Banes as Deputy and designated me as
Associate Director, [ thought this was sensibhle to re-
combine those two Bureaus into one Scientific Bureau. (See
attached Goddard/A1) FDA Employees Memo, April 22, 1966).

I never did understand just why the old Bureau of RBio-
Tngical and Physical Sciences was hraken into two Bureaus
in the first place. Except that, it was becoming a large
unit then. We had ardund seven hundred people and expected
to enlarge it more. From the size it may have been felt
that there should be some change and perhaps there should,
but I felt that the way it was divided, just in half didn't
make qood organizational structure., I'm sure that the Com-
missioners office was under some pressure from the Secre-
tary's office for that type of change and | never did
understand just what was involved there or what the problem
was. L'm sure that the Commissioner had intended to talk

with the scientists more on that to get their input but had
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not been ahle to do so because of some pressures or prob-
Tems on him,

Lofsvold: MWasn't it about that time that the Humphrey Com-
mittee and others were pressing that we needed to bring in
outside, recognized scientists? And that that might have
had some bearing on the fact that they went out and re-
cruited Summerson from the military?

Roe: I think it may well have been, there was that feeling
there. I also got the impression from some of the comments
I'd heard from Congressional Committees, that the Congress-
men involved seemed to think that only MD's were scien-
tists. Whereas those in my Bureau weren't quite so sure
that MD's were,

Young: You said at lunch that you once had met Dr. Wiley
and you entered the agency when Mr. .Campbell was head of
the Food and Drug Administration. Therefore, you served
under every Commissioner from Mr. Campbell to Dr. Goddard.
Though, ohviously agency policy and the total nature of an
agency are a lot more than a Commissioner, none the less
the Commissioner is an important ingredieat, ['d appre-
ciate it if you'd tell briefly your impraession of Dr. Wiley
as a person from that one occasion when you saw him at a
convention, then perhaps talk a l1ittle bit about each of

the Commissioners along the line, their style, their
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personality, with perhaps an incident or an anecdote if one
comes to your mind, which helps make their mode of opera-
tion vivid.

Roe: Yes I'1]1 try. Some things have kind of faded from
memory of course as to specific incidents and so on.

My first five years was in the laboratory in Chicago
and it was during that period that 1 was sent to one of the
A.0,A.C. meetings in Washington. Mayhe about 1928 or '29
I'm not sure which year. Dr. Wiley was the speaker at the
A.0.A.C. banquet that year. It was a rather small group
then, nothing like the huge groups they have now at
A.0.A.C. meetings. It was a small group at the dinner, and
I, of course, was very impressed as a young chemist from
the Chicago 'ab to see and hear Dr. Wiley and actually to
meat him and speak hriefly with him, That was my sole
contact with Dr., Wiley and so I didn't know him but I did
meet him on that occasion.

Young: What kind of a person was he as you walked up to
him now, and you remember him in memory and you heard him
in action? How would you describe him in his mode there in
retirement but still interested in the problems of the
agency?

Roe: Well, he certainly was interested in the activities

and the organization of the A.0.A.C.,, and was very cordial
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to us young fellows who were there to meet him, I was .

quite impraessed with him, His speech I don't remember much
of it, except one or two anecdotes that he told that showed
a great deal of humor and general understanding and it was
a very outstanding occasion to me.

I think it was on that trip that also I was to meet Mr,
Campbell. Dr. Paul, the Chief at the Chicago Station had
suggested I call at Mr, Campbell's office to meet him. So
I had set up and arranged an appointment to see him at ten
o'clock on a certain morning as I recall., As I started to
go to his office I noticed my shoes looked very bad so I
thought, I can'f Qo to the Commissioner like this. I

stopped to get a shoe shine and 1 got to his office about

two minutes after ten. At that time his title was Director
of Requlatory Operations of the Department of Agriculture,
I presented myself to his secretary and she said the Secre-
tary of Agriculture just sent for Mr. Campbell to be over
in his office at ten o'clock so he had to leave, He's Teft
his apologies, he wanted to meet you and all, and I
thought, oh ['ve done it after all. So [ didn't meet Mr,
Campbell on that occasion because of that damn shoe shine.
But I found I wasn't blacklisted after all. But I did have
to report back to Or. Paul that I'd tried to see Mr.
Campbell but the Secretary of Agriculture had sent for him

just before I got there.
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Young: Was he a comfortable man to be with when you fin-
ally did meet him and have business with him?

Roe: Yes, quite so. 1 found him easy to meet and very
cordial and yes, we all thought highly of Campbell and the
other Commissioners so far as that qoes.

Dr. Dunbar, at the time I was Assistant to the Chief of
the Import Office in Washington the three years, or four
that I was here was the Assistant Chief of the Adminis-
tration. Mr. Campbell was nominally Chief but he still
was pretty much involved with some of the other affairs of
the department. So that I had an opportunity to work with
Dr. Dunbar and notice his operations anq I certainly found
him very competent and effective operator.

Lofsvold: During that period that you were here in the
Import Office, was that the time of the Ambruster Hearings?
Roa: The Ambruster Hearings were just concluding at the
time [ reported for duty in the Import Office, It was
about July 1 1930, I think, or maybe I got there a little
hefaoare then. My orders were to report to the Import Office
in Washington on & certain date then go up to New York for
a week to work on the docks there and observe the import
aperations at New York, the big station and then come back.

I was to report to Dr. Taylor, the Chief of the office.
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I recall I arrived there at the appointed time. Dr,
Taylor was not there, but Mr. Stengel, the Assistant to the
office was, so [ reported to him, Stengel said, "Dr.
Taylor's up on the HTTT at the Ambruster Hearing, they're
just winding up today. Maybe you'd like to qo up and hear
it." I said, "Yes I would." So I hied up on the Hill and
found out where the hearing was and went in and listened to
the wind up of that hearing and it was the wind up.

It is my recollection that this matter involved hear-
ings held by a Congressional Committee on charges brought
by Mr. Ambruster against the Food and Drug Administration,
the Commissioner and others with respect to shipm?nts of
Ergot offered for entry into this .country. Ergot is a drug
elaborated in the growth of a fungus on grain, particutarly
rice.

The activity of the drug is due to several ergot alka-
loids. It was an important drug at that time for use in
controlling hemorrhaging following child birth. It was a
U.S.P. item; there were established standards for the alka-
loidal content or alkaloidal activity. It was importaat
that the drug be up to the expected potency. (I do now
know whether Ergot is still widely used).

Most of the ergot in commerce was imported from Spain;

Mr. Ambrusher was in the business of importing ergot and
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tried to corner the market in Spanish ergot. His competi-
tors sought new sources of ergot, principally in Russia.
Ambruster claimed this ergot did not meet the U.S.P.
specifications and FDA should not have allowed its impor-
tation. He made serious charges against FDA procedures,
tests, and methods of assay, the details of which I do not
recall. It is my recollection that Ambruster's charges did
not stand up and that FDA got good marks from the Congres-
sional Committee,
Young: Did you see Ambruster there?
Roe:r Yes,
Young:. Can you describe him as a man?
Roe: No I can't. He was there but I really have no
recollection of him.

Then I saw Nr. Taylor in the hall at the conclusion of
the meeting, and you may want to erase this Tlater but, I
went up to Dr. Taylor, reported myself to him and said I'm
here., He sajid, "I don't want to talk to you now, I don't
want to talk to you," and turned away. [ thought well,
there's something I don't understand here. So I went back
to the office and told Stengel that I had seen Or., Taylor,
but that he didn't want to talk to me then. [ asked what
is the program; Stengel said he didn't know. I said, “My

orders were to go to New York tonight, be up there for the
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week and then come hack. Dr. Taylor didn't want to talk
now...." Well Stengel said he didn't know and I said, "ATI]
right I'm going to Mew York tonight, ['11 be back next
week." So I did. When I came back Dr. Taylor was not
there. Stengel was and Stengel said well Dr, Taylor's off
for a few days, he's resting. [ said okay, what should I
do. He said Dr. Taylor wanted me to use the other half of
his desk and and he pointed to the files stacked around the
desk that I could start working on. So that was my start
in the import office,.

Young: He was just so upset by the hearing?

Roe: He was upset by the hearing. Dr, Taylor was a very
fine man, very knowledgeable on his work but, he would have
nervous problems every once in a while. [ found out tater
that he was out at the Seventh Day Adventist Sanitarium.

He was there for a few days to rest.

Young: That would've been a very arduous time for the...
Roe: It was a very difficult time for him and for the
whole agency and Dr. Taylor as head of the Import office,
of course, was right in the middle of that Ambruster stuff,
so he was pretty upset.

Young: In the long run, the fact that Senator Copeland was
present during that hearing and came away with a very good

impression of the Food and Drug Administration as a result
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of the hearing, was to be of decisive importance in the

1930's when the effort to get the new law was underway.

Did you have anything to do with Copeland at all?

Roe: No, I never did. But one thing about that new law
was of interest.

[ remember when the Roosevelt Administration came in
and Rexford Tugwell was appointed Under-Secretary of Agri-
culture, we were still in Agriculture then, We in Food and
Drug were quite concerned because Tugwell was, [ think, a
professor up at Columbia or somewhere and had made some
critical comments on the Spray Residue program for in-
stance, of the Food and Drug, that they ware too lax in
enforcement and so on. We were concerned that maybe we're
in for some problems here. I rememher one day sitting in
the office, Dr. Taylor and I were there and Dr. Dunbar ~
came in all kind of excited, He'd just come back from
Campbell's office and he said, "Campbell's heen in to see
Tugwell." The reason for it was Campbell was asked to pre-
pare a letter for the Secretary's signature to some farmer
I think, or farm organization, discussing the residue prob-
lem and problems of fruit production in answer to the cor-
respondents complaint, I guess. [ don't remember the
details of it. Campbell had prepared a letter and it went

to Tugwell to sign and Tugwell sent for Campbell, so
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Dr. Dunbar told us. Tugwell's comments on the letter .

indicated he thought that Campbell had been pretty lax in
fis discussion of the spray residue business in this let-
ter. Campbell had pointed out to Dr. Tugwell, that this
letter was issuing from the Secretary of Agriculture and
the Department of Agriculture had other interests and
responsibilities for the farm community and the agricul-
turalists besides administration of the Food and Drug's
Act. What he had tried to set out here in this letter was
the overall interest of the Department. [ don't remember
all the details., He said Tugwell accepted that and con-
cluded it was a proper letter and signed it. Then Tugwell
sat back and said, "Campbell, you have some problems on

this haven't you?" Campbell said, "Yes." Tugwell said, .

"Aren't there some defects or limits in the Taw?" Campbell
;aid, "Yes, there certainly are." So they talked some more
and Tugwell said, "Well, I think we ought to do something
about that. I'm going to take it up with the President.”
Campbel]l gave him some ideas. So Dunbar came in that day
all excited to tell us this. Tugwell was gqoing to take it
up with the President, or maybe it was after Tugwell had
taken it to the President that Dunbar came in. Yes it was,
and then he told us ahout how it developed and that Tugwell
had seen the President and the President had said write a

new law.
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Young: That was the start of it. [t was Mr., Crawford who
was really the pivotal person in the Food and Drug Admini-
stration at the time in the drafting of the law.

Roe: 0Oh, T think so.

Young: Were you involved at all in that aspect?

Roe: No I really wasn't,

Lofsvold: [ remember some story that Crawford was very
ill, and while he was recuperating at home that he drafted
a good part of the new lTaw. Do you remembher any c¢ircum-
stance like that, Bohbh?

Roe: Yes just this. I remember Crawford telling me that
he had been il1 and he'd gone out west out in Texas or
somewhere in the country to recuperate, He was working on
the thing ocut there on some aspects because they made some
arrangements for him to be out there to recuperate but at
the same time to continue on the payroll. He was really
working., I don't remember all the details of it but I do
remember he told me that he was out there and that they
brought stuff to him and he d4id a lot of work on it, bhut
the details of it I don't know or don't recall,

Young: From reading a lot of the letters during the per-
iod, it's clear that Tugwell really was deeply interested
in this., It was, I think, Tugwell who got a couple of

young lawyers of whom Cavers was one.




Roe: I think that's right,

Young: The other man's name was Handler, from Columbia.
They helped Crawford., Crawford would make assignments to
them and they would draft certain sections. There was a
1ot of correspondence back and forth while they were work-
ing drafting this first bill to introduce in 1933. I had
never heard this about Mr, Crawford being sick though and
working on the draft while he was away from the office
recuperating.

Roe: I don't know much about it but when you mention it I
recall that Crawford told me something about it.

Lofsvold: That might even have occurred before the conver-
sations with Tugwell because I think that Camphell had bheen
thinking about a revision of the statute for some time be-
fore the opportunity arose in the Roosevelt Administration.
Roe: I think he had, I don't know whether that occurred
hefnre then or not., Campbell had told Tugwell at that con-
versation that there were some revisions that should be
made and then they wound up saying, write a whole new law.
Young: I know that the ten year annual report, the tenth
year after the law had been begun to be enforced, mavbe it
was a 1917 report then, contains a critique of the law and
an indication of things that needed to be done to change it

which obviously must have been written by Mr. Campbell. O0f
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course, the chances during the '20's were so remote, -- in
fact, it was preventing ripper bills getting through that
would do things like knock out the multiple seizure provi-
sion, that they had to pay attention to in the '20's,--
there was no chance really of getting a new Taw. Not until
the New Deal did that become anything more than a kind of
study, a quiet study project on Mr. Campbeil's part.

Roe: I think that's right, yes.

Young: You talked about the spray residue situation when
you were out in the west., Do you remember anything about
the big fight in connection with the spray residue and the
experiments that were going on in the Food and Drug Admin-
istration? The point of view between the Food and Drug
Administration and the Public Health Service was dis-
tinctly different and there was a sort aof hureaucratic
wrangle. Finally the Food and Drug Administration was told
it shouldn't do anymore experimentation on spray residues.
This would've been right before you came to Washington.
Roe: Yes, that was before I came into Washington.

Young: You served under all the Commissions from Campbel]
to Goddard. Do you have any stories about them that
illustrate their styles as Commissioners?

Roe: Well, I find it kind of hard to recollect specific

instances now that would be meaningful..,
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Young: It's the color of it as well as the substance, the

way it reflects upon the style of a man as administrator,

that sometimes nakes an incident or an anecdote important.

Roe: I'm sure it is important. The several Commissioners .

that I served under were different, did have different
styles. I don't know just how to describe them.

Mr., Campbell, of course, was the one that sort of sat
the standard that we gauged them all by. He was the first
Commissioner and he, after all had been the first chief
Food and Drug inspector under Wiley. He was a very good
administrator I thought, at least he had the administrative
appearance and very, very smooth, a good talker, could
.aexplain things.very well,

I remember sitting in on one meeting when [ was sta-
tioned in Washington with the import supervision, sitting
in on one meetirqg where Campbell was addressing a group
from the industry. Men from the canning industry as I
recall, who had made some loud protest about the applica-
tion of the McNary;Mapes Amendment, that is the canned
food standards. How Campbell just brought them around.
Camphell explained that he wasn't proud of the standards
that we had set. They were very minimum standards but we
had to start somewhere and he brought this out. You know,

those fellows just were eating out of his hand before that
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meeting was over., He didan't put anything over on them but
he explained it so well, in a convincing way that they
understood why he had set up the regulations as he had, and
how it wasn't to their disadvantage after all. Campbel]
was very artful in that way and could handle it very well.

Now Dr. Dunbar, style somewhat different. I would say
he wasn't quite as smooth as Campbell was and he perhaps
gave the impression of more being a "bureaucrat" than
Campbel] did, that is he adhered more to the rules,
Really, he was very good too. I think most all of us had a
high for all of our Commissioners in thosz days, but they
were different. .

Then Crawford came along and Crawford's style was still
a little different., We used to meet informally in Craw-
ford's office every morning. More or less as we wanted to,
all of the Associate Commissioners and some of the Division
Directors would just drop in and sit around for fifteen or
twenty minutes just talking. I think this was helpful to
us and to the Comnissioner because he'd bring up things
kind of informally. We were talking about some aspects of
the work or what was developing and this and that. But in
a very informal way.

Then Larrick came and well Larrick also held meetings
of that sort but not quite with the same informality that

Crawford had.
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Larrick was a little more nervous type and he was, as .
compared with Crawford I would say that Larrick was more
interested in well, the publicity aspect of things. Of
getting the story across and did not want to unnecessarily
upset industry. He wasn't going to kowtow to them but he
was more careful in his approach and contacts. Crawford
was a little more direct and a little rougher I thought on
some of his handling. [ certainly think that all of those
Commissioners were very competent and men of integrity on
the job.

Lofsvold: Earlier Bob we were talking about the recent
problem of insufficient resources for science. Actually it

was, perhaps insufficient resources for the whole aqgency .

during those years that you were in charge of the Bureau of
Biclogical and Physical Sciences. Was there anything here
that reflected a conservative attitude on the part of
Campbell and Dunbar towards asking for more money and more
people.

Roe: I don't know, really, Camphbell and Dunbar on that,
I'm not sure. [ don't know,

Lofsvold: It seemed to me that Crawford took the first
steps in that direction when he asked fer the Citizens
Committee,

Young: Yes he did.
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Lofsvold: Mith the idea that they were going to recommend
an expansion, which they duly did,

Roe: Yes, I think that was Crawford's idea...a defensive
move. I think it was, well you might say, a defensive movae
because of the cut backs that we had received. Severe cut
backs in the beginning of the Eisenhower administration., I
think it was Crawford. I never talked with him about this
that I recall, but I think it was generally understood that
Crawford had come up with the idea of a Citizens Advisory
Committee, in an effort to do something to get some support
for the aqency under the fire we were under. He was S0
sure that we were an outfit that ought to be supported and
needed further support, that he was willing to take a
chance on an outside committee of citizens to review the
whole thing and see if they wouldn't come up with some
recommendations that would be helpful,

Young: It was Mr. Mintener in the Secretary's office. He
was an Assistant, or Associate Secretary, was he not, at
the time?

Roe: That I don't know. Mintener was an Assistant
Secretary.

Young: You said that you had talked to him last week., Did

you know him all that well at this time?
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Roe: I don't think Mintener was the Assistant Secretary at .

that time. I don't think so for this reason, that it's my
recollection that when Crawford retired, Mintener has told
me this, if I recall right, that he was approached to be
Commissioner to replace Crawford. WNow don't take this too
definitely because its just my recollection that this is
what he said to me at one time. He said no, that the Com-
missioner should come up from the ranks, this was a career
job, and they should not go outside the agency. He said
they wound up by offering him Assistant Secretary of the
department, and that's when he came in. They did 1ift
Larrick up to the Commissionership. Now don't take that

without checking it somewhere but that is my recollection,

Another thing that may have saved a "career'
appointment to the Commissionership at that time was this:

Early in the Eisenhower Administration, the first year
I think -- the new Assistant Secretary of Commerce over-
ruled a decision of Dr. Astin, Director of the Bureau of
Standards in the "Battery Addition Case". A California
manufacture had marketed a "battery additive" which he
claimed would prolong the 1ife of a storage battery, such
as an automobile battery. He had supporting "testimonials"
from satisfied users. The product had been submitted to

the Bureau of Standards for testing. The scientific tests
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of the Bureau showed the product of no value for the pur-
pose jntended and the Bureau so reported.

The new Assistant Secretary urged Dr. Astin to change
or withdraw the report, indicating he believed the worth of
the product should be determined by the "play of the market
place". Dr. Astin refused and he was relieved as Chief of
the Bureau., This caused a public furore, Scientists
throughout the country united in support of Dr. Astin.
Astin was reinstated and the Assistant Secretary resigned.

It was shortly after this episode that Crawford re-
tired, so the job of Food and Drug Commissioner was open
for appointment. I was told later that the Secretary had
intended to seek an outsider for appointment but that some-
body in the Republican hijerarchy asked if this was a scien-
tific position and when told that, it was urged second
thoughts on any political appointment.

I have always felt that Dr. Astin had, in effect, “"run
interference" for all scientists in government.

Lofsvold: [ bhelieve that the request for the Citizens
Committee may have antedated the Eisenhower
Administration.

Young: It may have. But then Mintener had something to

do...
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Lofsvold: 0Oh, he was always interested in FDA before he .
came as part of the Eisenhower Administration,

Young: But he had something to do with the Citizens
Committee I think,

Roe: I think maybe so, and I think you may be right that
the Citizens Committee started before then but I'm not sure
of that. Because it started with Crawford, well, that's
right, Crawford was in when I came in in '52, Crawford was
the Commissioner then, so ['m not sure of the timing on
that., But I am sure that, it is my recollection at any
rate, that Crawford was the instigator for the idea of that
Citizens Committee.

Mintener was acquainted with Food and Drug, well
acquainted with the Commissioners and others in the organi- .
zation, and had been helpful in one way or another. I
first met him when I was Chief at L.A. Mintener and
Charlie Dunn came out there in connection in setting up of
the law course at the University of Southern California. I
was Chief of Station so they called at the Station and
that's when I met them. [ went with them out to the law
school that niqght to hear the discussion and the develop-
ment of that law course out there. So Mintener was
acquainted with the organization. He'd been a lawyer for

one of the flour companies up in Minneapolis.
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Lofsvold: Pillsbury.

Roe: One of the unusual lawyers who didn't undertake to
fight Food and Drug on the points of the law, but undertook
to get his clients to comply with the law. Gave them I
thought much better service than some who acted in a
different way.

Lofsvold: The story I remember was that, as a voung lawyer
Pillsbury sent him to defend some seizures of Pillsbury
flour down at New Orleans, where the charage was insect in-
festation. MWhen they went down there for trial, B. J,.
Howard was there and he was quite impressed with talking to
Mr. Howard about the microscopic examination of food,.

That aroused his interest in this area, and he pursued it
the rest of the time,.

Roe: That's very interesting. 1 wasn™t aware of that or
had forgotten,

Young: [ hadn't heard that either,

Roe: Your mention of B. J. Howard recalls something
though, about Mr. Howard. When I was Assistant Chief at
San Francisco, Mr. Howard was scheduled to come out there
to do some field work one summer. I sent one of the in-
spectors, Hamill I think, any way, aone of the inspectors to
meet Howard. The inspector told me later he had gone to

the station, -- he was to meet him in Sacramento I think as
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that's where he was going to start his work, out there in
the field in Sacramento. So, the inspector was at the
station and he said he posted himself back where the Pull-
man cars would stop and gosh, Mr. Howard didn't get off,
Hamill thought he must have missed the train or there had
been some change in schedule. But as he walked down the
platform here was Howard., He'd ridden the coach from
Washington bacause the appropriations in his Division were
getting kind of low and he'd had to save money. And that
was Howard. He rode the coach from Washington to keep
within his appropriation. Not many of them do that these
days, or even then. )

Lofsvold: When you were at Chicago, as a bench chemist
Bob, did the chemists stay pretty much in the laboratory or
did you have opportunities to do field work with the
inspectors at that time?

Roe: We stayed pretty much in the laboratory. There was
an occasional field work. The oq]y time I remember going
out was when I went out with Inspector Simmons once to
sample some frozen cherries. We had quite a time trying te
sample that barrel of cherries and qget a proper proportion
of juice and cherries. I don't think we ever solved that
very adequately until later, when I was in Seattle when we
developed a boring tool to get into the frozen pack. After

it is thawed its pretty hard to get a sample.
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[ remember Les Hart, was in the lah in Chicago part of
the time [ was. [ recall that he went out on a trip on
pesticide or spray residue work of some kind once, 1
remember that bhecause he wired me he was out of money and
would I send him ten dollars, which I did.

Lofsvold: Well, I asked the question because by the time I
came in ‘39, there at Seattle, a number of people in the
laboratory were regularly making inspections, particularly
in our rush season, during canning time. Mills, and
Strange and some of those fellows were regularly leaving
the bench, Risley on fish, and would sort of double as
inspectors,

Roe: That is right., But I think there was some difference
in programs, that there in the Seattle area much of the
work on frujts does involve some appraisal that the labor-
atory people can handle very well in the field. Same with
fish, its coordinated with the examinations as well as the
packing and other things. So there was more opportunity
and more point to the laboratory persannel getting out in
the field in the Seattle area, than there would be in the
Chicaqo area, in my opinion that is. There's a little dif-
ference in the operation., But even then there were times
when it would've been well for the chemist to qget a picture

of what was gqoing on in the inspection areas.
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We had a lot of work in the drug laboratory in Chicago.
I think it would've been helpful if they had sent us out to
see the factories and see what was involved on the manufac-
ture of pills and various pharamaceutical preparations.
But we didn't have that concept then. So yes, [ think its
always well for the laboratory personnel to see what some
of the problems are in the manufacturing fielid, in the
production end.
Young: After you came to Hashington, you told us at lunch,
you were designated as Food and Drug's representative on
some interagency committees. Would vou mind, for the
record, repeating the gist of those stories, the one in

connection with cancer and the one in connection with radi- .

ation and food.

Roe: Oh yes. There was a cancer chemotherapy program set
up under the National Cancer Institute, which involved the
study of various chemicals that were thought to be of some
value as anticancer agents of one sort or another. The
reason I got involved on that was because the Cancer Insti-
tute assigned to Food and Brug Administration, certain
funds appropriated for that cancer program to enable us toa
set up and do some of the pharmacological work on some-of
the compounds they wanted to study. Since this involved

the Pharmacoiogy Division in my Bureau, [ was designated to
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represent Food and Drug on what was then termed the (Cancer
Chemotherapy National Committee, as [ recall it. It had
representatives on it from the Cancer Society and from
various medical institutions and various persons like Mary
Lasker, who were interested in programs of that sort, and
represented foundations that gave some support to such
activities,

This Committee was set up to spread information about
the program for one thing, to the agencies that they repre-
sented, But for another thing, as sort of an advisory
group to the Cancer Institute. Really we were sort of a
kind of a window dressing group in connection with the
development of the program. It was helpful to me to under-
stand what my agency's part in the program should be. I
think it was perhaps helpful in some ways to the adminis-
trators of the program, I participated in that perhaps for
two or three vyears in the early part of that progranm.

The other interagency group that [ was involved in was
the Interdepartmental Committee on Radiation Applications
to Food. That, I don't believe was the real name of the
Committee, I just can't recall the terminology. Princi-
paliy, as I recall the meetings ] attended, we were con-
cerned with the various applications of radiation to food

products or materials that might come in contact with food.
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The agencies that [ recall being represented on the Commit- . l
tee were the HEW, the Atomic Energy Commission, the Depart-
ment of the Army, Commerce Department, Agricultural Depart-
ment, and perhaps others. I think Interior was on it on
some of their fishery products.

The designated representatives of the HEW were, the
Assistant Secretary for Medical Affairs and the Commis-
sioner of Food and Drugs, but each of them had designated
an alternate. I was the alternate for the Commissioner and
a fellow named Miller, from the Public Health Service, was
the alternate for the Assistant Secretary. 1t turned out
that we alternates were the ones who attended the meetings

during the period at least that I was on that designation.

We didn't have reqular meetings but we had fairly frequent
meetings for a while during the period when there was a
great deal of interest in possible applications of radia-
tion to the preservation of food.

This was of particular interest to the Army because
they felt that this application might enable the holding of
food products without the need of refrigeratign. [t was a
very sound idea to examine that and gqo into the problen.
Also, it was during the period when the Joint Committee of
the Congress was pushing hard for peaceful applications of

the atom. They were pushing the Atomic Energy Commission
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and all of the other departments to get applications going.
Qur concern, of course, in HEW was to present the need for
proper testing and experimentation to insure the safaety of
any such applications. So Miller and I were quite often
"bad boys"” on the Committee from the standpoint of the Army
and the Atomic Enerqy Commission. Because we did raise
problems and stumbling blocks where we didn't think there
was adequate testing available,

Examples of some of the problems involved in the evalu-
ation of the safety of pesticides include the situation
involving well, EPN and malathion. Malathion is one of
the organophosphate pegticides. Among that group it seems
to be of lesser toxicity than most of the others, although
it is pretty toxic. We, at one time had tolerances for
malathion for a number of crops. We also had tolerances
for EPN, the particular type of EPN pesticide I'm not sure
of right at the moment.

But at any rate, I do recall that one of the yaung
pharmacologists came down to my office one day, when [ was
in charge of the Bureau of BPS. He casually remarked to me
that he had heen doing some experimentaticn and he noticed
when he fed the rats a mixture of EPN and malathion, or
whan he fed EPN some time after malathion had baen fed,

that the toxicity was bumped up about 100-fold. Well, this
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startled me very much and I called a conference of the
Division Dirctor and some of the other pharmacologists and
said, "Look, we have tolerances for these two things and
suppose they get mixed up and our tolerances are not safe?"
Some discussion was had and one of the fellows said, "Well,
don't worry Chief, they never use those together, they use
them separately." I said, "Suppose I make a fruit salad
here in Washington from apples in New York that have EPN on
them, and pears from somewhere else with malathion on
them?" And then everybody got excited and I said, "We've
got to do somethring about this quick. There's a problem
here of possible potentiation, that our tests don't provide
for. And we have two or three other organophosphates in
petitions before us right now. Before we pass on them
we've got to know what are the possibilities of potentia-
tion, This opens up a whole new can of worms."” So we did
immediately start some further experiments and we did tell
the two or three petitioners who had petitions before us,
that they were qoing to have to do some further work to
test their product against some of these others to see if
there was potentiation. This caused quite a storm of pro-
test, as I recall, wa had inquiries from the Hill as to
what's going on and protests that they are changing the

rules, We did do further work and we did find that there
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was an increase in toxicity under certain conditions where
they were mixed or one used before the other. We undertook
some other work to determine if we could discover why be-
cause if it is a matter of potentiation we've got to set up
tests that will anticipate this on any other products.
Well, the up-shot of it was that we did find what we think
was the answer to this particular problem, that malathion
is detoxified by the liver up to a certain level and that
is why it seems to be less toxic than some of the other
organophosphates in very small dosages. If you go beyond
that point, it gets pretty toxic. EPN the other chemical
involved destroys that capacity of the liver to detoxify
malathion. Sao, we said that the liver contains an enzyme,
malathionase, which is destroyed by EPN and so that the
body has no protection aqgainst the full potency of the
malathion. Well, that didn't give us an answer as to what
to do about the new situations because it fnvolved a speci-
fic biological factor on the malathion, but it did answer
that question and did enable us, as [ recall, to clarify
the tolerances if they needed any changes as to EPM and
malathion. It turned out there was not the hazard that
first appeared might be there.

Young: Can you Jjust say a broad general word about the
state of knowledge of potentiation at that point? You used

the word, so the word was in....
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Roe: Potentiation as [ understand it was not a new thing.
That phenomenon has been known, in fact has been used in
the development of drug mixtures, 1 understand; where they
want to increase an activity and find that certain chemi-
cals or certain products will act te potentiate or increase
the activity of certain other things. So, potentiation was
not a new thing. Conversely, of course, in the situation
such as we were dealing with we don't want to increase any
toxicity and this would be a factor. If it is likely to
occur on pesticide chemicals, then it is very important
that we know that and know how to deal with it. So, that
was what worried us at the time. It turned out, as I
outlined, that we think we have the answer in that parti-
cular case, -- which was not an instance of potentiation
and the situation is not applicable to others, at least so
far as we know at this time,

Another illustration, the chlorinated compound known as
heptachlor had been the subject of tolerances that had been
set up for its use on a number of food crops, including I
believe, certain forage crops such as alfalfa, We had been
concerned as to this compound because many of the chlori-
nated compounds when consumed by cattle appear in the milk.
So, before setting a tolerance for forage crops we had

required that feeding tests on cows out at Beltsville,
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with the cooperation with Agriculture, be conducted to
determine if the petitioner was right in his claim that
hepatchlor did not go through in the milk. Much to our
surprise, it did not. So, tolerances had been set, Some
time shortly thereafter one of the scientists read in ane
of the journals about some work done at the University of
I11inois that indicated heptachlor in presence of sun light

and air oxidized to form a heptachlor epoxide and that this

formed the major part of the residues on fruit on which
this product was used. This was brought to our attention
and we discussed it and said "What do we know ahout hepta-
¢hlor expoxide?", and it turned out we didn't know very
much about it. We didn't know its toxicity, we didn't know
whether it went through into milk if feed to cattle and so
we hastily set up experiments to find out. We found out
that it did appear in the milk very readily when the epox-
ide was fed. Ye found that it appeared to he somewhat more
toxic that the heptachlor. So, that our tolerances as set
up did not reflect the facts that occured when the product
was used. We immediately took steps to withdraw the toler-
ances and the only way that you can do that, as [ recall
now, is to publish a proposal to revise them. At any rate
we made known our intent and I recall that we got inguiries

from the White House and from the Hill as to what was
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going on. I may say that those inquiries that [ got, when .
I explained what was going on and the why of it, there was
no pressure put to change our intent. Here again, is an
ilTlustration of the serious problems that may develop. You
think you have all the facts that are needed to make an
appraisal of a compound and then you find that the compound
you've appraised really isn't the compound that is in the
residue that results from the use of the preparation. This
is one of the reasons why I was so very insistent that our
petition reviewers be people who were personally involved
in the research and in the laboratory experimentation on
these products, in order that they could at least antici-

pate and know what guestions to ask and what the probhlems

are Tikely to be.

Young: You know that is one of the problems that the
agency...

Roe: One incident that I recall involved one aof our chem-
ists, who during the McCarthy era was accused of being a
communist or one who had attended communist meetings. The
chemist was to appear beforg 2 board of three people sent
from Washington to hear testimony on the matter. I was
Chief of the Station to which the person was assigned. 1
agreed to appear with her at the meeting. In fact, [ had

made some investigation of the case when she told me about
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it and felt that she was entitled to some help in present-
ing her case. This did result in a rather lengthy hearing
of several hours, at which we were able to present some
evidence through acgquaintances and friends of hers as to
what activities she was interested in and her style of
life, etc. during the period that she was accused of asso-
ciating with communists. The up-shot of it was that she
was acquitted of the charges. Later I was informed by the
commissioner, Commissioner Crawford, that... Well, put it
this way, later I received from Commissioner Crawford a
note enclosing a memorandum from the security officer of
the department, to the Commissioner, This memorandum
¢ommented non the investigation that I had made in this
matter and my particiﬁation with the accused chemist at
the hearing and in effect I thought clearly suggested to
the Commissioner that I should be severely dealt with. As
I recall, the Commissioner made no particularly comment in
this transmittal memo other than indicating he thought I
would bhe interested in the communication he got from the
security officer. I, of course, was very grateful for the
Commissioner's handling of the matter and replied to him
indicating my appreciation of his note.

Youna: Not very long afterwards, indeed you were pro-

moted within the agency.
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Roe: Yes, it was shortly after that that I went to .
Washington as head of the Program Office. I do not attri-

bute that transfer to the activity just referred to!

Young: No, but it is an indication that this did not harm

your record.

Roe: That is right,
Lofsvold: Apparently, he supported your position.

Roe: Possibly, but at least he did not "black list" me for

it.
Another time, as ] indicated, at a western district
conference in San Francisco I was perhaps a bit sassy to

Commission Dunbar, but that didn't hurt either. It got

results.

Actually that program, if you remember, that Bad Cream .
Program was developed and conducted by a rather wild-eyed',
impetuous member of the staff, who in my opinion should not
have been designated to conduct it.

Lofsvold: 1[It has been a long hard session this afternoon,
Bob, and I think perhaps we can sign it off now, but bhefore
I do I want to express our appreciation for your taking tha
time to put ali of these things on the record., I am sure
that this is going to be very useful, not only to Harvey
and his current activities but to people who may want to
look into the history of the agency in years to come.

Young: Thank you indeed.
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OPTIDHAL FGRM NO. 16
MAY 1082 EDATION
GEA FRMR (41 CFR) 1015118

UNITED STATES GOVERNMENT
® Memorandum

TO  : ALL FDA EMPLOYEES pate:  APR 22 .566

FROM : James L., Goddard, M.D.
Commissioner of Food and Drugs

supjecT: Reorganization of the Science Bureaus of FDA

The Secretary has approved the first major element of the

Food and Drug Administration reorganization plan. Effective
May 2, 1966, the Bureau of Scientific Standards and Evaluation
and the Bureau of Scientific Research are abolished. In their
stead, a Bureau of Science is established to carry out the
interrelated scientific research and scientific standards
functions of FDA. The ten divisions of the abolished bureaus
are assigned, intact, to the Bureau of Science. In addition,
the Laboratory Services Branch, ACA, is transferred to the
Bureau of Science.

I have designated Dr. William H. Summerson as acting Director
of the new Bureau. Dr. Daniel Banes is designated as acting
Deputy Director of the Bureau and Mr. Robert S. Roe is
designated as acting Associate Director.

It is my belief that this reorganization represents a logical
regrouping of functions and will result in more efficient and
effective FDA science operations. These changes should

greatly ald FDA in attaining its goals and objectives through

substantially improving the scienfific suppgrt gf our
regulatory programs. J
Gt Wiy

Buyy U.S. Savings Bonds Regularly on the Payroll Savings Plan
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Mr. R. S. Roe, Director

Bureau of Bilological and Physical Sclences
Room 4801

South Agricultural Building

Independence Avenue

Washington, D. C.

Dear Mr. Roe:

I want to thank you again and also Dr.
Harris for the courtesy of voth of you and also
. your laboratory staff in permitting Miss Bernthal

and myself to see how you gpexate,
e —————"

The tour was very helpful to us and gave us
a number gfwxrerlent ldeas for our new operation.

I want to make of record in this letter m

égpg;azulazions £to you and your associates %5?"JL“”

olng a job for the people of the United States
and the United States Government which seems to me

to be outstanding, particularly in view of the

condltions under which you have had to operate.
The Nation does not understand and does not appreciate

the great service you are rendering and 1 am sure 1f
memvers of the committees of the House and Senate
took the same tour that I did, they would take steps

to initiate plans for a more general allocation of

funds for your operations. It 1s incredible that (T\\
your top people, as well as your other employees, oY
could function successfully under the conditions N
I saw. hwk\\

Not only were you doing the work well, but I “\\<:
saw a great many ingenious managerial methods and -
great resourcefulness, which are certalnly the
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Nr. R. S. Roe
Page Two

product of long and careful thought of able minds.
it was the result of managerial experience that I
have not seen for a long time, although I inspect
many planta, laboratories, etc. in this country and
abroad and many of them are the very greatest,

but the way you are operating and the apparent
skill 1n keeping track of the results was a Joy to
behold.

There 18 one thing more: it iz the first
United States (Government department where I saw
everyone working and tending strictly to busineas.
Each of your departmenta were well-managed, skill-
fully directed and equipped with not only practical
apparatus, but the lmprovisations were most in-
genlous and resourceful,

It makes a man proud to think that the
Government of the United States 1s so loyally and
skillfully served and 1s doing the job without sulking
about the handlcaps.

Sincerglydyours,

P. 3. - 1 am enclosing an extra copy of
this letter for Dr. Harris.
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Food Drug-Cosmetic Law
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THE FOOD AND DRUG ADMINISTRATION

Evolution of

The Field Organization

By ROBERT S. ROE

Because of Inexperience, the Present Flexible Field Organization
Had to Be Developed Mostly by the Triai-and-Error Method. As It
Turns Qut, However, This Flexibility Is a Decided Asset, Since
It Permits Minor and Major Changes 1o Meet Changing Conditions

-

HE present organization of the field forces of the Food and Drug

Administration is the result of many changes over the vears. The
enforcement of the Federa! Food, Drug, and Cosmetic Act of 1938—
as tid that of the predecessor law, the Food and Drugs Act of 1906—
depends upon the activity of the inspectors and chemists throughout
the country in the inspection of «factories, packing plants and dis-
tributers, the collection and analysis of samples, and various other
field and laboratory investigations. The location of fiekd laboratories
and the deployment of inspectors are important factors in determining
the ¢fTectiveness and efficiency of the Administration.

Investigatiens of the Bureau of Chemistry under Dr. Harvey \W.
Wiley over a perind of many years prior to 1906 had disclosed wide-
spread debasement and misrepresentation of fnods and drugs. These
disclosures had helped to crystallize the sentiment in Congress for the
enactment of corrective federal legisiation, resulting in the passage of
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Mr. Roe s the Director, Division of Pro-
gram Research, Food and Drug Adminisiration

the Act of 1906 and its assignment 1o the Dureas of Chemistey * for
enforcement.

While the Durcau had had experience in the analysts of many
foods and drags, it had not had experience in the administration of a
repulatory fnw of sach scope as this and the conducting of investiga-
tions Lo gather evideace o support legal actions, The Bureau, then,
was confronted with serious organizatwnal and aperational problems.
Fortunately, no atterapt was made to set up a permanent, rigidly de-
fined filed organization. On a more or less trial-and-error basis, labora-
tories were established and inspectors assigned in various locations
throvghout the country. Front time to time these Jocitions were
changed inan elfort to improve operations, setling o patiern and policy
which have been Tollowed 1o the present time. Our concept of the
appropoate organizatien of the feld forees for the adnusistration of
federal regealatory statutes such ws the Food, Drug, and Cosmetic Act
s an organizition that is Hexible and can casity be altered as to terri-
tortal boundaries and personuel quotas as changes o production,
nnufacturing, transportation, population and othee factors may dictate.

At the present time the field forces of the Food and Drug Admin-
istration are organized i distriets with headguarters in 16 of the
arincipal cittes throughout the country,  Iach of the 16 districts is in
charge of @ chief, an:d the personnel includes chemists, inspectors and

* The Bureinu of Chemistry of the United
States Department of Agriculture. A reor-
ranlzation within the Departiment of Agrl-
vulture {a 1¥27 established the Food, Drug
and  Insecticide  Adntinistratlon  {later
termod the Food and Drug aAdmintsteation)
as the cnforcement agency for the Food
and Drups Act and other regulatory laws,
and the Bureauw of Chemlsiry and Solls to

which was assigned the research funciions
ol the former Bureaw of Chemistry.

In 1940, under lhe President's Reorgan-
lzallon Plan Nn, 4 issued under authorlty
o! the Reorganlzatlon Act of 1939, the Food
nnd Drug Admlinistration and most of Its
[uncilons were transferred [rom the De-
partment of Agriculiure ta Lhe Federal
Securlty Agency.
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clérks. The districts are designated by the names of the heulyuarters
cities.  \Well-equipped laboratories are maintained at district head-
quarters. In three of the districts—DBuftalo, New Orleans and Seattie
—"subdistrict” laboratories are also operated at Pittsburgh, Houston
and Portland, Oregon, respectively. In all the districts, one or nmore
resident inspection statiuns are established at other cities in the district
ferritorics.

At the time of the enactnient of the Food and Drugs Act of 1906
there were already in vperation six branch laboratories of the Bureau
of Chemistry at the chief ports of entry (New York, Philadelphia, Chi-
cago, New Orleans, Boston and San Francisco), These laboratories
had been established several years before to handle examination of
imports under the Act of March 1, 1899, Aflter the enactment of the
Act of 1906, additional branch laboratories were establisned.  The
annual report of the Burean of Chemistry for 1909 shows 21 branch
Jaburatories in operation: Boston, Buftalo, Chicago, Cincinnati, Den-
ver. Detroit, Galveston. 1onolulu, Kansas City, New Orleans, New
York, Omaha, Phitadelphia, Dittshurgh, Pertland (Oregon), St Louis,
St Paul. San Frapcisco, Suvannah, Seattle and Nashville

After a brief period of prelimimary instruction and training in
Washington, the newly appointed food and drug inspeclors were as-
signed 1o various {oeations throughout the conntry.  These inspectors
operated under the instructions and supervision of the chief inspector
i1 Washington, The branch laboratories as originally set up reporied
o the Division of Foods in the Bureau of Chemistry in Washington,

A reorganization vecurred in 19140 The annual report of the
Purean Tor 1914 gives this explanation:

To increase the.efficieney of the enforcement of tlie food and drugs act the
Burean of Chemistry was recognized during the year. The field service of the
Burean was set ofl from the central organization and divided inte an Eastern,
a Central, and 2 Western Bistrict, with headquarters, respectively, in Washinu-
tons Clicapo and San Fraunciseo, A single official was placed i charge of cacle
Pdistrict. e is directly responsible to the Dureau of - Chemistry for all the work
i s Dlistrict, <o that the foout and drug inspectors and the laboratories arce ne
tonger separate or independent of cach other. Ineulent 1o this division of the
hield service of the Pureay of Chemistry, the smaller laboratories at Detroit,
Kansas City, Omaha, Nashville, ittsburgh, and Portland, Oregon, were closed.

In 1917 this reorganization was extended to create “station dis-
tricts” within each of the three principal inspection districts and o
place nhe man in charge of hoth Iaboratory and inspection work in each

‘

‘statton ddistrict” I establishing the “station «districts” or stations,

e e gl e
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the boundaries of the laboratory territories were adopted as the
boundaries of the new statious. This provided fur stations with head-
tuarters in the (ellowing locations:

Eastern Districi.—DBoston, Buffalo, New York, Philadelphia, Sa-
vannah, Washingten, Puerto Rico.

Central District.—Chicago, Cincinnati, Minneapolis, 5t. Louis,
New Orleans, Kansas City. (At Kausas City there was no laboratory
at that time but there was an inspection office, and the importance of
the arca required establishment of a station.)

Hestern Diserict. —Seattle, San Francisco, Denver, Honolulu.

Other Inspection Stations

At the time of the establishinent of station territories, inspection
stations were in operation in other cities as well as in the laboratory
cities.  Inspection stations were continued at Detroit, Nashville and
Haustun in Central District and at Los Angeles, Phoenix and Portland,
Oregon, i Western District, and the chief of the lurcau commented
that the scope of the territortes and the nature of the inspection work
might make it desirable to place additional inspectors in certain sec-
tions, with headguariers other than at station headquarters. Whether
these wnspectors, resident in cities other than station headquarters,
should operate under direction of the station chicls in whose terri-
tories they were located or report directly to the district chief was left
to the discretion of the district chiefs.

Prior to the establishment of the stations in 1917, the boundarics
of the inspection and laboratory territories were not always the same.
For instance, in Western District the boundaries of the inspection
teeritories evidently were determined primarily by ratlroad lines and
were arranged in accordance with transportation facilities available to
the inspectars stationed variously at Seattle, Portland, San Francisco,
Denver, Los Angelesand Phoenix.  The laboratory territories, on Lhe
other hand, followed state lines to take care of state cooperation and
gollaborative work, with special reference to assisting state inspectors
and other officials in preparing and handling [ederal cases instituted by
the states,

The Bureau of Chemistry orders establishing “station districts”
stated that the territories of the stations were determined “primarily

on the basis of hearings.” This apparently contemplated that only at
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the faboralories were there facilities for conducting hearings-—office
quarters and stenographie assistance—and that the laboratory inca-
tions were most convenient and accessible to the manufacturers and
shippers in the station territories,

In 1917 the headquarters of JEastern District were transferred
from Washington to New York City. Since 1917 there have been
many changes in stations {“stution districts”) and districts.

Haonotulu Station was discontinued in about 1918 and Puerto Rico
Station in 1933. The work loads in these territories were relatively
too low to justify continuing the stations, particularly since necessary
coverage could be accomplished through cooperative arrangements
with the territorial officials,

In about 19206 a luboratory was re-established at Kansas City Sta-
tion to afford analytical facilities and to eliminate delays and costs
invoived in sending samples to other labortories. 1n 1931 the Los
Angeles inspection office was converted to station status with the
instailation of a laboratory. This change was effected to enable more
cfficient and adequate handling of the increased work loads brought
about through increasing population and manufacturing activity in
that area,

I 1934 the laboratory and station headquarters located at Savan-
aals, Georgia, were transferred to Atlanta. The staticn originally had
been established at Savannah because of the extensive import trade
ot that port. A marked decrease in the importation of foodstufls
tlivough the port of Savannah and the fact that Atlanta was a railroad
center afferding transportation lines to all areas in the station territory
cniie saienta the preferable location.

Dislrict Boundary lines and Transportation Lines

e cinsons for some other changes are of interest. For instance.
Lon T0ES transfer of A number of counties in Texas, Florida, West
cons g Ok was effected in order “to make district houndary

- corhomonore nearly to existing transportation fines,”  fn July.
T owr . wao.osiztion boundaries affecting Kansas City, Minneapolis
G P Yoiang were based upon convenience of transportation.

o <o caente of transportation was the reason for trans-

o o West Virgiaia to Baltimore fram Buffalo Statian
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fn 1934 another reason appears as the basis Tor o change inosta-
tion boundiaries,  This involved a change in the houndary between
Chicago and Cincinnati Stations in ludiana in order to bring the
houndary line n conformity with the judicial district hne in Tndiana,
To have statten boundaries cotncide with judicial districty was the
reason fur adjusting St. Louls and Minneapolis Siation houndaries in
fown in 1930,

Reasons for Substantial Changes in 1945

1u 1945 substantial changes were made in the houndary fines of
Chicago, St. Louis and Minucapolis Stations, isvolviog the traasfer
of southern lowa from St Louis to Minneapolis Sttion, and the trans-
fer of & portion of Wisconsin and the uppey peminsula of Michigan
from Minneapolis to Chicago. Several reasons were given for these
changes:

(1) The daiey industry in Towa was more or [ess integrated with
the same industry in Minnesota and western Wisconsin, and the dairy
program of the Minueapolis Station was more sutted to the work
that area than was the dairy progrim of St Louis Station.

(2) The change in Wisconsia eliminated the division of the cast-
ern Judicial district in that state hetween the two stations. '

(3 Products moving in and out of the Wisconsin are involved
were predominantly from and (o Chicago rather than Minneapotis,

. Oh) The upper peninsula of Michigan could be more easily
reached for the oceasional necessary trips there Jrom the castern area
of Wisconsin than from Minneapolis, and the transfer of this aren
placed all of the State of Michigan in Chicago Station territory.

Colifornia, Montgna and ldaho Boundary lines Changed

[n 1945 a change in the boundary tine between San ¥Francisco and
L.os Angeles Slations in California was cffecied in order 1o save Los
Angeles Station a considerabie amount of nonproductive travel through
desert areas. Also i 1945 the eastern portion of Montana was trans-
feered from Denver to Seattle Station and a change was made in the
boundary line between these statiens in Idaho. These changes were
accomplished in order 1o relieve cach station of traversing certain des-
ert areas and to assign to each station maost of the aren in Idaheo that
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was directly tributary ta the principal shipping centers in the respec-
tive station terrifories,

In 1948 a major reorganization of the feld service was effected.
This reorganization abolished the fornier three mspection districts
which had Leen set up on a geographical basis and established in
Washington three functional divisions made up largely of the stafls of
the former ficld districts. This recorganization gave greater responsi-
bility to the 16 field stations, converting them to district status, and
established the present field organization.  The abolishment of a
number of administrative positions made possibie the assignment of
additional personnel to the field districts.

Tn 1949 2 wumber of changes were made in the field-district
bowndary lines in Peansylvama, North Carolina, THinois, Florida and
Tennessee in order to adjust the boundary lines to coincide with fudi-
cind districts. Simitarly, changes were made in 1951 in houndary lines
allecting Doston, Butfalo and New York [istricts in the States of
Connecticut. New Jersey, New York, Ohio and West Virginia. These
changes eliminated divisions in Connecticut, West Virginia and Ohio
and established the boundary line in New York State alony judicial
district lines. This change substantially reduced the arca covered by
the New York 1Yistrict, making it essentiaily a metropolitan district,

Influencing Factors in Locating Field-District Boundaries

~ Tt is apparent that many faclors have influenced the location of
the houndaries of the fieid districts, These Tactors include nspection
tmivel requirements, availability of transportation and roads, popula-
tion distribution, location of manufacturing and distributing establish-
ments, geographical and topographical features. Tt is important that
district headyuarters (and resident inspection stations) be so located
as to minintize the necessary “nonproductive travel” of nspectors,
sinee travel costs constitute a Yarge item in the operating budpget. [Tt
is important that district headquarters have adequate transportation and
conununication facilities to the various parts of the territory to enable
gootd contacts with the traveling inspectors and to allow prompt ship-
ment of samples to the faboratory, It is also important that district
hewdguarters be reasonably accessible 1o manufacturers and shippers
throughout the territory to enable them to call at headquarters for
information or to respond to citations, Transportation facilities also
iniluence or rellect the mode or direction of distribution and hence

e el otlr vemiaa = -w-.\;-"-.:,,,.-‘-'—'__;_‘v_:-'.—,-;,"""-!
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determine to some exient the proper deployment of luspectors. Fhat
populition distribution and the location of food and drug producers
and manufacturers have a bearing on the location of district bounda-
ries 15 obvious,

The placing of district boundaries also has been influenced by the
boundaries of existing federal judicial distriets, 1t is desirable that
food and drug districts coincide with, rather than vverlap, judicial districts.
This has become increasingly important because the growing com-
plexity of cases brought under the Act wiakes it essential that the most
efficient contacts exist with United States attorneys. This ohviousiy
is furthered when contacts with a particular judicial district are con-
ducted by one fiehd district. For the miose part, district boundary Hnes
now cotnvide with judicial district Unes. There are o few exceptions,
however,

Cooperation with State Officials

The same considerations apply—but to a considerably lesser
extent-—to cooperative contacts with state officials, It is desieable 1o
avoil division of states between feld districts. but this is by no means
essentinl. Very frequently other factors are more tmportant,

In arriving at the present districting of the countey, an efflort hus
been made to attain a reasonably untform distribution of work lTeads
aned respounsibility between the several districts. This is considered
advantigeous from the staadpaoint of genert adnministration and classi-
fication of employees assigned o the field service. Greater accom-
plishment can he reatized by districts of approximately the same size
in personnel il simifar work lowds and responsibility than by districts
of widelhy dilTerent waork loads,

The table at the end of this article shows the number of employees
i varions categories assigned to the districts as presently organized.
It will be noted that there 1s a heavy work load in New York District
as reflected by the personnel assignments. The territory assigned to
New Yark District 1s essentialy a metropolitan area. In that area there
are heavy concentrations of population, drug manufacturing establish-
ments and mmports which enhance the work Ioad.  lxcept for New
York, the work-load distribution among the districts is reasonably even,

Adjusted Personnel Quotas

In addition to the boundary changes, there have from time to time
heen changes in the persannel “quatas” allatted to the districts, Such




FVOLUTION OF FIELD ORGANIZATION rack 781

changes have been made to meet or adjust changing work loads,  This is
more or less a fcontimuing process,” as the personne] requirements of the
districts continually luctuate to some extent. Iixchange or transicr
of personnel between districts, particularly in the inspection eategory,

Ix deliberately practiced.  This is necessary to maintain wel-balanced

staffs in the districts, and it serves alsa to broaden the experience and
training of the individuals. Also, the sccurrence of vacancies through
retirements or resignations may lewd to interdistrict transfer of per-
sonnel. The retirement of a senior ofticer of the Administration either
in Washington or in the field often leads ta a chain of transfers. The
Food and Drug Administration as a “carcer service” endeavors to
maintain a promotion system based upon merit.  Tor instance, the
zelection of a chief chemist for a particular district is not Iimited to
consideration of the chemists then on the staft of that district. Rather.
selectiont is made from all qualified chemists throughoud the Adminis-
tration after careful appraisal of the needs of the posttion and the
experience, training and aptitudes of the various cligibles.

In determining the relative work loads of the districts and, hence.
the appropriate allotment of chemists, inspectors and other personnel,
a number of factors are invalved. Some of the same factors contral-
ling the fixing of district boundaries are involved alsn in mensuring
work leads. Population, the number of foad and drug manufacturers
and producers—the distribution of population and marufacturing
establishments within the territory—the volume of imports, the Lypes
of commodities and the types of violations likely to be encountererl
have some bearing on the manpower needed in a given district 1
enable enforcement coverage consistent with that of the other districts,

Flexibility of Field Organization an Asset for the Future

It can be expected that new developments in the fTuture—popuki-
tion and industry shiits, new commodities, changes in production and
manufacturing techniques and procedures, transportation changes—-
will dictate the advisability of further adjustments in the ficld orgamiza-
tion involving district boundaries, the location of laboratories and in-
spection stations, and personnel quotas. The type of Mexible fickd
organization developed by the Food and Dirug Administration readily
permits minor or major changes to meet changing conditions. This
tvpe of feld organization seems much more suitable as a vehicle for
effective enforcement teams than would an organization rigidiv defined
hv inflexible boundaries such as state lines.
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Fieic! Personnel by Districts Actual Staffing as of July 1, 1952

Adminis- Wharf Laboratery

DHstrict tratlve  laspecturs Chemists Fxaminers  iletpers Clerkn Total
Atlanta 1 10 6 ~ . 2 5 24
attimore 2 14 7 1 2 6 32
Hoston .. . 2 12 B l 2 s k1
Buffalo ... . 1 10 9 1 J 5 29
Chicago . 3 2t 13 1 3 10 51
Cincinat 2 14 11 2 g 7
Denver .. 9 6 - 2 4 22
Kansas City. 1 12 6~ 2 4 25
Los Angeles . 2 18 9 2 7 8
Minneapolis . 2 13 6" 2 S 28
New Orjcans 2 10 9 . J 7 31
New York . 6 26 27 it 6 22 98
Uhikadelphia 2 i5 Il 1 2 6 37
Stofouts ., 2 i+ 13| .. 2 7 36
Saw Franciseo 2 13 13 1 3 5 37
Seattle 2 [5 8 . 2 5 32

Townal . 33 226 160 17 40 2 S88

[The End]

¢ FDA's MONTHLY REPORT OF SEIZURES °

A pesmanent anjusction to stop further shipments of a cancer-
diamnosis kit has been ordered by Federal Juidge Philip 1. Sullivan in
Chicago, accarding to a report issued on November 23 by the Food and
Drug Adbministration of the Federal Security Agency,  The mana.
facturer did not enntest the court arder.

. Gordon Granger, FIXA medien] oflieer, sand iat the povern-
ment’s charees that the kit is worthless were confinmed by tests of
the product made by the M. P Anderson Hosphal of Houstan,  Tests
were made on more than B0 ksown cancer patients amd healthy medical
stilerts, Negative and positive results were abtained with both groups
sitd, whew the same individuals were retested, different results were
obtamed. A Tlouston physician «id a scries of Llests on 30 patients,
with resalis (ollowing the same patiern,

The FUA veport also Usts 24 crimival actions tevminated in the
federal covrts on October, and the penalties Tevied for violation of
the Federal Food, D, amd Cosntetic Acl.

Nearly 830,000 pounds of unht fods were removed feom the market
i Oetober iy 83 seizure actions, FIIA reported,  Sixty other food
seizaves were hased oun short weight, falure to eet ofticial stand-
ards. and debasement with cheaper ingredients, DPredominant in e
latter group were ossters with added water, wlich resulled in 27 scizures.

Fourteen drugs and devices were seized hecause they fatled to
meet abeled composition ar were mishranded with nisleading tliera-
peutic elabns. The remaining seizures wmvolved a shampoo “plus epg”
that would nave furnished 17180 egg for each shampoo, and a poisonous
howl cleaner that was oot labeled with the warnings requived by the
anstic Paisan Act,






