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U.S. EXPORT OF BANNED PRODUCTS

*. TUESDAY, JULY 11, 1978

H ouse of R epresentatives,
Commerce, Consumer,

* and Monetary A ffairs Subcommittee
of the Committee on G overnment Operations,

Washington, D.G.
The subcommittee met, pursuant to notice, at 10:05 a.m., in room 

2247, Rayburn House Office Building, Hon. Benjamin S. Rosenthal 
(chairman of the subcommittee) presiding.

Present: Representatives Benjamin S. Rosenthal, Robert F. Drinan, 
Henry A. Waxman, Garry Brown, and Tom Corcoran.

Also present: Jean S. Perwin, counsel; Eleanor M. Vanyo, assistant 
clerk; and Henry C. Ruempler, minority professional staff, Commit­
tee on Government Operations.

OPENING STATEMENT OF CHAIRMAN ROSENTHAL

Mr. R osenthal. The subcommittee will be in order.
Last spring, this subcommittee held hearings on the Consumer 

Product Safety Commission’s decision to ban Tris-treated children’s 
sleepwear from the domestic market because of mounting evidence 
that the flame retardant would cause cancer in children exposed to it.

Since the ban required sleepwear manufacturers to repurchase dis­
tributed garments, questions were raised about the disposition of sleep- 
wear inventories which no longer could be sold in the United States.

Following the ban, the Consumer Product Safety Commission as­
sured the subcommittee that little, if any, Tris-treated sleepwear was 
being exported. Subsequently, the subcommittee learned that at least

* $5 million worth of Tris-treated sleepwear was being exported, and 
that until recently no action was taken to prevent it.

Following 8 months of subcommittee investigation, it became clear
* that the export problem was not confined alone to the Consumer Prod­

uct Safety Commission’s experience with Tris.
The Environmental Protection Agency and the Food and Drug 

Administration also faced similar difficulties regarding the export 
of banned pesticides and drugs.

The subcommittee’s investigation revealed serious problems in ex­
port policy affecting banned products.

First, that in addition to Tris-treated sleepwear, other consumer 
products, pesticides, chemicals, and drugs banned by U.S. regulatory 
agencies are exported all over the world.

(1)
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Second, that there is no recognizable, unifoim approach to export 
policy in this area. Each agency acts under different and often conflict­
ing statutory mandates.

EPA’s statutes require notification to foreign governments; FDA’s 
and CPSC’s do not. EPA can collect data regarding export volume; 
the others cannot. The Commerce Department cannot impose export 
controls without a State Department determination.

Third, that the amount of exports of banned products, although dif­
ficult to pinpoint precisely, is significant For example, over 6 million 
pounds of canceled or suspended pesticides were exported in 1976. In 
addition, 25 million gallons of DDT were exported last year.

Consumer products which were banned by CPSC were exported 
both after the ban was proposed and after it became effective.

For example, the CPSC proposed a ban on June 30, 1977, on baby 
pacifiers which caused choking deaths in infants. Following that pro­
posal, over 500,000 of these pacifiers were exported.

While most manufacturers had redesigned their pacifiers by the 
February 26, 1978, effective date, at least one manufacturer continued 
to export banned pacifiers.

There exists a remaining inventory of at least 40,000 banned paci­
fiers which could legally be exported under the current Federal Haz­
ardous Substances Act provisions.

Fourth, that notification where required to foreign governments of 
agency actions by the State Department and the agencies, has been 
inadequate. At the present time, notification is haphazard at best— 
and nonexistent at worst.

Fifth, we are faced with the question of what U.S. policy in this 
area should be. If  a product is too hazardous for Americans to use, 
should we permit its export ? How do we handle the problem of risks 
assessed differently by other countries?

These hearings will attempt to focus on these problems and con­
sider appropriate solutions.

Our first witness is Esther Peterson, the very distinguished Special 
Assistant to the President for Consumer Affairs.

We are very pleased and honored that you could be with us this 
morning, and we are delighted you have shown such a very serious 
and real concern with this subject matter.

We will be pleased to hear your testimony.

STATEMENT OF ESTHER PETERSON, SPECIAL ASSISTANT TO THE
PRESIDENT FOR CONSUMER AFFAIRS; ACCOMPANIED BY ED­
WARD COHEN, SPECIAL COUNSEL; AND EDWARD HEIDEN, PROJ­
ECT COORDINATOR

Ms. Peterson. Thank you, Mr. Chairman.
I am very pleased to be with you.
I must say that I think you outlined in your introductory remarks 

the seriousness and the dimension of this problem.
Therefore, I  am more than pleased to be supportive of your efforts 

in this regard.
I  view this issue—which may be of interest to you and Father 

Drinan—as part of my enlarged authority at the 'White House. I  think 
it shows a growing concern of the consumer effect and the impact on 
many of the decisions that are being made today.
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So it really pleases me to be able to be with you and to testify on 
the exportation of hazardous products—those that have been banned 
or whose distribution is limited by the U.S. Government.

I  commend the subcommittee for convening hearings on this timely 
issue.

I  have recently returned from a trip  to Japan. On numerous occa­
sions, representatives of various consumer organizations have ex­
pressed concern to me about potential hazards of products exported 
from the United States and other countries.

I  should say that although my most recent trip  abroad was to Japan, 
' we have been receiving visitors from other countries. I t  is interesting

to me that in almost every delegation that comes to us, this is an issue 
that is raised that is of growing concern.

« The export of hazardous products was first raised as a prominent
public issue, as you stated—when the Consumer Product Safety Com­
mission in 1977 banned the domestic sale of children’s garments treated 
with Tris, a flame-retardant chemical strongly suspected of causing 
cancer.

Many other exported products, having even more substantial eco­
nomic significance, also raise the problem—either actually or poten­
tially.

Export is currently permitted for several categories of hazardous 
products banned in the United States, such as certain food dyes—Red 
No. 2, cyclamate food sweeteners, pesticides, and certain foods, cos­
metics, drugs, and other consumer products.

\ Several factors suggest that this problem will grow in dimension 
over the next several years because of the following th ings:

Substantial growth in world population, which can be expected to 
generate enormous demands for food, drugs, and new potentially 
hazardous pesticides carrying with them the danger of potential re­
sidual contamination of foods, milk, meats, and other products.

Acceleration of demand in developing countries for new U.S. tech­
nologies and manufactured consumer goods.

Mounting economic pressures for U.S. firms to increase exports. 
And last—and perhaps most important in the long run—the Na­

tional Cancer Institute and others predict that the discovery of new 
suspect carcinogenic substances likely to be present in consumer prod­

uc ts  will increase significantly.
« I t  was based on these past experiences, as well as the anticipated

future trends and this subcommittee’s concern, which prompted the 
formation of an interagency working group in May on the exportation 
of hazardous materials.

J The purpose of this working group is to assess the current state of
the law’ with respect to these exports, determine whether a new policy 
to deal with the issue more uniformly and consistently is needed, and 
develop such a policy if a need is found to exist.

Included in the working group are the Departments of State, 
Agriculture, Commerce, Energy, Health. Education, and W elfare’s 
Food and Drug Administration, Justice, and Treasury; as well as 
the Environmental Protection Agencv. the Consumer Product Safety 
Commission, the Export-Im port Bank, the Overseas Private Invest­
ment Corporation, and several executive offices.

We have taken, as the focal point of our concern, products which 
constitute a hazard to the health, safety, or ecosvstem of the United



States or of foreign countries, based on consumer usage rather than 
worker or workplace exposure.

We are also interested in financing, loan, or guarantee arrangements 
abroad involving the production or marketing of hazardous products.

Certain activities are not part of our inquiry because of their spe­
cial legislative history or because of unique problems that they raise, 
such as alcohol, tobacco, firearms, and products or processes whose 
primary purpose or use is national defense.

Also not included in this effort are' products which are certified safe 
for use in the United States but which may be subject to unsafe con­
sumption circumstances for those same uses abroad, such as infant 
formula.

We have completed the first phase of our work, which was to define 
the state of the law with respect to the export of hazardous products.

We found that of the laws that we have reviewed, eight are general­
ly permissive in allowing the export of products banned in the United 
States. Three require some form of notification to the foreign govern­
ment. Three require approval by a foreign government prior to export. 
Two authorize discretionary banning authority by the U.S. regulatory 
agency. And two impose an outright ban on the export of products not 
permitted for distribution in the United States.

In addition, we found that some agencies have systematic procedures 
for dealing with exports, while others treat each case on an ad hoc 
basis.

In addition, there are currently amendments pending to six statutes 
to modify existing provisions relating to the exportation of hazardous 
products. Most of the proposed amendments would tighten export 
controls on hazardous products.

For the subcommittee’s convenience, I have attached a series of 
charts which summarize the export provisions of the statutes which we 
studied. That is attachment A. I think you can see from the list howT 
complicated it is.

In addition, I am attaching a chart which categorizes each statute 
based upon the type of export control provisions it contains. This is 
attachment B. In that one, statutes are listed there in relation to the 
export restrictions they contain.

This uneven treatment of exports has created ironic situations where 
foreign governments pressure the United States for products which 
are banned in the United States.

Depo Provera, for example, is an injectable contraceptive. Tests of 
this drug have found that it causes breast tumors in dogs.

For this and other scientific reasons, the U.S. Government has re­
fused to approve the use of the drug as a contraceptive in the United 
States. It is in strong demand, however, for family planning purposes 
in many developing countries.

Only a few weeks ago, several foreign government representatives 
testified before the House Select Committee on Population, expressing 
their desire to change the U.S. Government’s attitude and policy to­
ward export of Depo Provera which, although unacceptable for the 
United States, would be important in their nations’ efforts to reduce 
population growth rates and thereby help strengthen their owm 
nations’ economy and productivity.
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A t the opposite end of the policy spectrum, other drugs, such as anti­
biotics, insulin, and drugs classified by the FD A  as “old drugs”— 
those prior to 1938—may generally be exported for any use, even if 
prohibited for the U.S. use because of adulteration or misbranding.

All agencies in the working group agree that there is a need for more 
uniformity of policy governing the exportation of products banned 
in the United States.

Development of a uniform policy to meet the varying circumstances 
that may arise is no simple task. I t  will require a careful balancing of 

» a variety of complex factors, many of which cannot be easily
quantified.

The working group is now exploring the major issues which must 
be taken into consideration in developing a responsible policy.

* First, a moral responsibility to lim it the exportation of hazardous
products must be balanced, with the right and willingness of a foreign 
government to protect the health and safety of its citizens.

While President Carter has stressed human rights as a major theme 
of his foreign policy, foreign governments have a sovereign right to 
determine the health and safety standards and needs of their own 
people.

Should the U.S. Government dictate to foreign citizens what prod­
ucts they may or may not have ? Does the United States have a special 
responsibility when the administrative mechanisms of other countries 
for deciding health and safety issues are inferior to ours, or even 
nonexistent ?

Second, we must protect the health and safety of U.S. citizens. As­
sume, for example, that we adopt a nonrestrictive policy on exports of 
hazardous products, such as a pesticide banned in this country. How 
are we to control the reimportation of those products with a pesticide 
residue into the United States ?

I f  we allow the export of sleepwear treated with Tris, can we guar­
antee that those products will not be sent back to the U nited 'S tates 
with a new label ?

Third, differing economic, social, and cultural conditions in a foreign 
country may suggest that a product whose use is banned or severely 
restricted in the United States may be justifiable for use in that 
country.

One possible example of this that I  have already cited is the in­
jectable contraceptive Depo Provera.

Another more graphic example is the antibiotic Chloromycetin. Its  
use is severely restricted in the United States to a few serious diseases; 

I because for other infections which are prevalent in the United States,
the FD A believes its risks greatly outweighs its benefits.

In  many other countries, however, the drug is widely used to combat 
a variety of serious infectious diseases which are uncommon in the 
United States.

Fourth, an export policy must take into account economic burdens 
that the policy may impose.

In  1978, the U.S. balance-of-trade deficit for the first 5 months of 
the year totaled $17 billion—the w’orst of any year on record.

A restrictive policy w’ould exacerbate this problem through lost 
sales. Such a policy could also adversely impact domestic manufactur-



ing output, jobs, and costs. I t  could result in burdensome cost disad­
vantages placed on U.S. firms attempting to compete in foreign 
markets.

The question naturally arises as to whether these costs should be 
borne and who should bear them—particularly if U.S. multinationals 
or foreign firms could undermine a restrictive policy by serving as an 
alternate supplier under less burdensome conditions.

This latter possibility points to the fifth issue: Recognition of the 
need to coordinate and cooperate with relevant international agencies, 
organizations, and governments in data analysis, information sharing, 
and the development of consistent, uniform policy approaches.

Sixth, an export policy must take into account the feasibility and 
practicability of administering and enforcing the policy. Substantial 
compliance and administrative costs could arise in attempting to as­
sure that correct procedures were followed for each shipment.

We have identified the state of the law and concluded that a uniform 
policy should be developed. Certainly the bandaid approach of pairing 
a law’ to regulate a specific product has proven insufficient.

The working group is now’ turning its attention to the questions of 
what that policy should be, what additional data are needed to develop 
it, and whether new legislative or administrative mechanisms are nec­
essary to carry out that new’ policy. We anticipate the w’ork of the In ­
teragency working group will be concluded by September.

The key interest of the executive branch in this area is in assuring 
that problems are dealt with in a manner that truly reflects a sound 
and consistent set of priorities and which balances the interests of all 
concerned parties.

The problem is a very crucial one, and it is time now’ to act.
We look forward to working closely with the subcommittee in devel­

oping a responsible Federal policv in this area.
Mr. R osenthal. Thank you, Ms. Peterson, for a very thoughtful, 

precise, and articulate statement.
In  terms of a timetable, what do you see as a final development of 

export policy ?
Ms. P eterson. I  would hope that we would have our committee re­

port and recommendations early in September.
Mr. R osenthal. You mean the w’orking group ?
Ms. P eterson. Yes. We hope that by then, we can have a negotiated 

policy that is acceptable. I f  not, we have to take it up to higher author­
ities, of course. But we are hoping to work this out.

Mr. Rosenthal. Do you think that the administration will be mak­
ing legislative recommendations in this area ?

Ms. P eterson. I  think it depends on what we recommend. I f  legis­
lation is necessary, then w’e certainly will.

I t  is a little difficult for me at this stage of our study to prejudge 
how that will be. But we will be ready in our working committee to 
make what recommendations the working group puts forward. I t  is 
a good working group, and it is working vigorously.

I  am very pleased that the common denominator from all of these 
agencies is that we must do something. That, I  think, is a very, very 
solid beginning.

Mr. Rosenthal. Congressman Drinan ?
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Mr. Drixax. Thank you, Mr. Chairman, and thank you, Ms. Peter­
son.

If the Congress enacted the statute that applies to the FDA, would 
any great worldshaking problem occur ?

In your attachment A, you state that the United States Code speci­
fies that there shall be no exportation of products which cannot be 
sold in the United States.

If we made a simple blanket rule like that, would any great tragedy 
result ?

Ms. Petersox. It is difficult for me to say “great tragedy.” I tried
* to point out some of those obligations that we have to look at, because 

it could be that there are many countries that need some of these drugs.
I have talked to a lot of Peace Corps people. 

w Mr. Drixax. We could put in there some type of an exemption, I
suppose, that somebody at the FDA—or someone somewhere—could, 
in certain circumstances, make an exception.

Wouldn’t that be a good, moral policy to put in? That if we say 
they cannot be sold in the United States, by what-----

Ms. Petersox. For myself, I would agree with you, that we need to 
do something but that we have to be terribly careful about this.

Mr. Drixax. You should bring the President to agree with you.
You can make the President agree with you—you are so charming.
Ms. P etersox. I want to be sure that it is the right thing to do.
Air. Drixax. Give me one reason why it isn’t.
Ms. P etersox. Let me give you an example.
Take bicycles with reflectors. We do not want bicycles sold in this 

country without reflectors. For all the countries in the world, I am 
not sure that is a necessary regulation.

Mr. Drixax. Some administrator would have that.
But I was thinking much more of the health area.
Ms. Petersox. If the country itself really feels that the advantages 

are for them-----
I am thinking, again, of some of my Peace Corps children who have 

told me about drugs that are very necessary for the kinds of infesta­
tions that are present in some countries that we just never have in 
this country.

So I do think that we have to work out a-----
Mr. Drixax. There is no reason why the pesticides won’t get on the 

„ fruit that will come back here. There is no reason to believe that the
Tris-treated garments won’t come back here under another label.

So we are really protecting ourselves.
Ms. Petersox. This is exactly why I raised that as one of the issues

* in the question.
I assure you that we want to protect ourselves, and we want to pro­

tect foreign consumers.
Air. Drixax. Could an Executive order from the White House at 

least require every agency to give notice to a foreign government? 
Could it also make every agency collect data regarding the volume 
and the nature of the exports ?

Als. Petersox. Yes. I think it could, but it wouldn’t cover the inde­
pendent agencies.

These are the kinds of things that we want to come up with, and we 
want to work with you on that.
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F Mr. Drinan. What do you mean by independent? It couldn’t reach
Ms. P eterson. By Executive order, we don’t have the authority to reach the independent agencies.
The Consumer Product Safety Commission would be one example.I will have to ask my counsel.
Mr. Cohen. There has been a raging dispute, which has been going on since the first independent agency—the ICC—was created as to the ability of the executive branch, through an Executive order, to reach these agencies, such as the CPSC. ,Mr. Drinan. "What about the Commerce Department?Mr. Cohen. FDA or EPA are executive branch agencies and could be reached.
Mr. Drinan. Can’t the Commerce Department at least pick up *information as to how many exports are sold to what nations? They do it now. So why can’t we have at least-----
We don’t even know how much is being exported.Mr. Cohen. My understanding is that the Export Administration Act has been interpreted in such a way as not to give authority to Com­merce to prohibit the exportation of banned products.
Mr. Drinan. Can’t the President say to his nominee, the Secretary of Commerce, you do this ? In the name of public policy, you do this.Which he or she will do.
Mr. Cohen. I t would depend upon the authority within each of the statutes.
If  you are talking about under the Export Administration Act, I suppose it may be possible. You may want to ask the Department of Commerce, because they know the act better than we do, whether they could require reporting.
I would point out that some of the regulatory agencies have general authority in their statutes to require reporting, pursuant to rules that the particular agency may promulgate.
I suppose it might be possible for an agency, such as CPSC which has general reporting requirements, to require by rule the reporting of the exportation of any product which has been banned in the United States or which is not subject to a standard.
Mr. Drinan. I hear all of this technical material, but my impression of this series of hearing is this.
But for Mr. Rosenthal and this subcommittee, nothing would have »happened. Then all of a sudden Ralph Nader and this subcommittee are giving some heat to the executive. They formed this group that is going to study the matter.
I  am just afraid that there is not enough initiative at the executive *level to carry forward.
This subcommittee is busy. The Congress will adjourn and then September comes. If these things are unsatisfactory and very vague and ambiguous, as I am afraid they are going to be, then this matter could drift until next year.
Ms. Peterson. Let me assure you that that is not my intention.Mr. Drinan. I  know that you have very good intentions.Ms. Peterson. But intention is nothing if you don’t carry it out.You know that, and I  know that.
Mr. Drinan. One last point.
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Can’t the executive, at least, require notification to foreign govern­
ments that this substance has been banned in the United States?

Ms. Peterson. That could likely be one of the recommendations that 
will come up.

Mr. Drinan. But that seems so self-evident. Why can’t  the Presi­
dent today put forth an order saying that we are going to tell all our 
friends out there about the fact that this particular substance is 
banned ?

It seems so elementary.
♦ If we want to say that all the nations of the Earth are our friends, 

we can hardly go around selling poison to them.
Ms. Peterson. We might want to do much more than that.
Mr. Drinan. In September, you can do all that you want. I  am say-

• ing: Let’s do something this afternoon.
You could write this Executive order yourself, and the President 

could sign it.
My 5 minutes have expired. Thank you very much.
Mr. Rosenthal. Congressman Brown ?
Mr. Garry Brown. Thank you, Mr. Chairman.
How many foreign governments do you think are aware of the 

hazards of products used in their countries that are banned in this 
country ?

I am inclined to think that they are well aware.
Ms. Peterson. I think that they are well aware, but the level of 

awareness in the lesser developed countries is another question.
We have been working in our working group with representatives 

of the State Department, who are in touch with these countries.
Mr. Garry Brown. I  thought your statement was very good. This 

is a very complex issue.
Ms. Peterson. I t  is very complex.
Mr. Garry Brown. Lets’ look at the pesticides and insecticides and 

the food additives, for instance, for livestock.
To permit those things to be, used in foreign nations and then to 

permit those products to be imported into this country and to compete 
with American agriculture iust seems very unfair.

If  foreign producers of livestock can feed DES to their cattle, and 
if the President lifts the beef import quota,* * * I t  seems to me this 
is quite a double standard.

* Yet I think we would have to agree that there are special circum­
stances in foreign nations—special climate problems, insect prob­
lems, and disease problems. When you start evaluating the use of some 
of these pesticides and insecticides and comparing the hazards of their

* use in these countries as compared to the hazard in this country where 
the disease and insect problem is not as great, we have to say they 
should be able to use them in those countries.

Wouldn’t you agree that it is not a simple matter to just come up 
with an across-the-board ban ?

Ms. Peterson. That is what I  am trying to say—that it is very 
complicated.

There are a couple of points I would like to make on that.
Many of these countries have not the facilities for even evaluating 

and testing. I am sure in your experience, you have known that.
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So that gives us an additional moral responsibility, which I think is part, of what Father Drinan is aware of. That is the part that bothers me, because there is a moral responsibility there for a lot of these countries that do not have the technical capabilities for evalua­tion.
I  think the other problem is in relation to a product being reim­ported. Rather than prohibit beef imports, perhaps the way to assure safety is to tighten the export of the pesticides in the first place.We have to weigh those issues, and that we are doing.
I completely subscribe to you that it is terribly complicated, and we »are trying to evaluate it in a balanced way.
We have to, as I said in my testimony, protect our people here on the reimportation, which is very important, as well as carry out our moral responsibilities. •Mr. Garry Brown. I t seems to me that the reimportation is the point in the course of the product that we ought to look at, instead of banning the exports, for the reasons I mentioned earlier.
Situations exist in some of these countries where alternative anti­dotes will not be effective. Therefore, when you look at the hazard of using a pesticide or insecticide that has been banned in this country, in that country we may say that there it is almost essential that the product be used.
Ms. Peterson. We are at the stage of our technological development where we need much more. We have to w’ork with the international health organizations on what alternatives are available.
We know that there are many multinational corporations that could be producing these products in other places and then sell them while we do not.
Mr. Garry Brown. In your statement, I  think you probably came up with one of the best examples of all—Depo Provera.
FDA bans Depo Provera in this country on the basis of its efficacy hazard equation.
When you look at it from a domestic standpoint, the instance of maternal mortality in childbirth in this country is almost insignificant compared to the instance of mortality in childbirth in some of the lesser developed countries.
Therefore, if you are truly evaluating the utilization of a drug on its efficacy hazard equation, it seems to me you have to look at the efficacy hazard of the use of this drug in the nation where it is going to be *used—not applying our standards to that situation.
Ms. Peterson. That is what I tried to put in my statement.
Mr. Garry Brown. You did. That’s why I  say I  think that is a very good example.
T would respectfully suggest that, when you define the health bene­fits of Depo Provera in a foreign country where there is a high instance of mortality from childbirth, it comes out a lot better than when you treat it in a country where there isn’t that high instance.
Ms. Peterson. That is why we are looking at that very carefully.I think you would be pleased if you sat in on the meetings of these responsible Government people who are really struggling with that moral, as well as practical economic, question.
Mr. Garry Brown. I am sure mv time has expired. I  thank you very much.
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Mr. R osenthal. On that particular issue, Dr. Kennedy, I  am sure, 
will be willing and anxious to address himself to that tomorrow 
morning.

Mr. Garry Brown. Mr. Chairman, I  don’t think that Dr. Kennedy 
really wants to address it in that direction. I  think he is looking at it 
from the standpoint of what is his analysis and determination from a 
domestic standpoint.

The question is whether all drugs banned in this country are banned 
automatically for use elsewhere.

Ms. P eterson. Look at our chart here. We only have two areas 
where they are banned.

I  think actually that you will be able to discuss that with Mr. 
Kennedy.

Mr. Garry Brown. But I  think FD A is the one that does have 
greater authority to ban exports than other agencies.

Ms. P eterson. You will see that on our attachment B—that is, for 
post-1938 drugs.

Mr. Rosenthal. Mr. Corcoran?
Mr. Corcoran. Thank you, Mr. Chairman.
When was the so-called working group formed ?
Ms. P eterson. Actually, a stimulation came originally from your 

committee. A letter came from your committee to the President.
Mr. Corcoran. W hat was the date of that letter ?
Mr. Rosenthal. February 8,1978.
[The letter referred to can be found on p. 29.]
Mr. Corcoran. H ow many meetings has the working group had?
Mr. Cohen. The task force, or working group, has met once to out­

line the scope of the study. From that point, it has been based p rin ­
cipally on an information exchange by paper or through meetings 
with individual agencies.

Esther’s staff—myself and Mr. Heiden—have put together the work­
ing papers.

Mr. Corcoran. Am I  mistaken in drawing the conclusion that you 
have, in effect, simply prepared for this hearing?

Ms. P eterson. Yes; you are mistaken. In  fact, we didn’t  know about 
these hearings when our work began.

I  was hoping that the hearings could be delayed so that we would 
have a real policy to come up with and have you react to it.

On the other hand, just as with Ralph Nader’s letter, all of these 
things have come after the fact.

Mr. Corcoran. Are you suggesting that the problems we are talking 
about, whether to ban these exported products which are undesirable 
for consumption in the United States, is a new problem ?

Ms. P eterson. No ; it isn't. But it has increased remarkably over the 
last few years.

Mr. Corcoran. Maybe your awareness has increased remarkably 
over the recent past.

Ms. P eterson. I  think it has come with the increase in technology.
Mr. Corcoran. I  would suggest parenthetically that perhaps if you 

had been devoting your attention to this problem in the last 18 months, 
rather than the formation of a losing proposition like the Consumer 
Protection Agency, possibly we would be much further along.

Ms. P eterson. Maybe in hindsight, or maybe one could have done 
both.
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On the other hand, I  would like to say that our concern with this is part of a large authority to make sure that consumer awareness is possible.
Mr. Corcoran. I understand your concern for it, and I  agree with your conclusion that “we have identified the state of the law and con­cluded that a uniform policy should be developed. Certainly the bandaid approach of pairing a law to regulate a specific product has proven insufficient.”
Let’s go back to your timetable. You got the letter in February, had one meeting in May, and you expect to have this new, coherent, comprehensive policy in September; is that correct ?Ms. Peterson. I  should have introduced the staff here, which is Mr. Cohen the counsel and Mr. Heiden who is the project director.Mr. Corcoran. And they are terrific.
Ms. Peterson. There have been a lot of consultations on this issue.These people, plus some assistants, have been working full time on interviewing and talking and examining and researching the law and researching the difficulty. We already have our working areas that we are involved in.
I don’t feel that we are ready to come out with those, because we have to get them all together.
I am a great believer in before going public with these things to get a consensus and to get the people who are concerned together to work out what policy we will come up with from the administration.That is not easy. I wish Ave could have done it earlier.Mr. Corcoran. And it takes time.
Do you expect that between now and the beginning of the 96th Con­gress that you would be in a position, as Chair of the working group, to recommend to the President a coherent policy on this issue for de­livery to the Congress?
Ms. Peterson. I hope our timetable is such that we can do that in September, if we live up to our timetable.Mr. Corcoran. Good.
One other area I  want to question a bit is the cooperation of the State Department in this whole matter up to now.It is my understanding that the State Department, particular with respect to the Tris question, was asked by the Consumer Product Safety Commission, through the Commerce Department, to control exports of Tris and materials treated with Tris.We have a communication signed by the Secretary of Commerce, Juanita Kreps, that the State Department said that it would not further the foreign policy objectives of this Government for us to control the export of Tris.
You have talked with the State Department. They have attended your one meeting. Are they cooperating, and what explanation have they given ?
Ms. Peterson. Let me say that they are cooperating. I  think it would be very well for you to talk with the State Department when they testify on this issue.
Mr. Corcoran. I intend to. They will be here on Thursday.Ms. Peterson. They will be here, and I think it is better for you to speak with them.
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Mr. Corcoran. But what have you found ? They are the fly in the 
ointment at this point.

Ms. Peterson. They are working with us, and I  must not prejudge 
their final decision on these matters.

Mr. Corcoran. But at this point, in other words, you are taking 
no position one way or another with respect to what they did regard­
ing Tris ?

Ms. Peterson. At this moment, we are not; because we are in the 
formulative period of our decision.

Mr. Corcoran. That doesn’t sound like the woman I thought was
* going to head the new Consumer Protection Agency.

Ms. Peterson. Then you never knew this woman, because this 
woman was never going to speak unless she knew what she was talk- 
ing about.

And I did know what I was talking about on the consumer bill.
Mr. Corcoran. Except that it didn’t pass.
Ms. Peterson. I know; that is your fault. [Laughter.]
Mr. Corcoran. Perhaps it is not my fault; perhaps it is my success.
Ms. P eterson. I am sorry; we all look at it differently.
Mr. Corcoran. And perhaps, in view of the fact that it did not 

succeed and in view of the fact that no progress was made despite 
the extensive time and your meetings with the President, that now we 
are getting down to something of tangible, concrete difficulty.

Ms. Peterson. Probably if we hadn’t had all that problem, we 
would have done this much earlier.

Mr. Corcoran. I doubt it.
Mr. Garry Brown. Would the gentleman yield ?
Mr. Corcoran. Certainly.
Mr. Garry Brown. I would just say that I could just as well view 

the position you took on the Consumer Protection Agency as the ex­
ception to the rule that you are always right. [Laughter.]

Ms. Peterson. Thank you.
We could meet and discuss this some other time.
Mr. Corcoran. I t  is the form of the thing that bothers me.
We have substantial problems which have been identified for many, 

many years and nothing has been done about them.
Ms. Peterson. Let me say one final thing on this.
I  think if we had not had to drag this out all these years and had

* established a legitimate place within the Government to take care of 
all these, it could have happened a lot faster. We would have been on 
our toes much quicker.

Mr. Corcoran. Thank you.
< Mr. Rosenthal. Thank you very much.

We do want to acknowledge that you have an extraordinarily im­
portant assignment ahead. We know you will proceed with due dili­
gence and with the dedication that you are well known for.

[The attachments to Ms. Peterson’s statement follow:]

32-427 0  -  78 - 2
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ATTACHMENT A

F o o d a n d  D r u g  A d m i n i s t r a t i o n

B i o l o g i c a l  P r o d u c t s 4 2  use 2 6 2  j
\A>

B i o l o g i c a l  P r o d u c t s !

PRODUCTS OR
FINANCING
ARRANGEMENT j

4 2  USC 2 6 2 ( a )

REGULATORY 
AUTHORITY FOR

HEW S e c r e t a r y  l i c e n s e s  e s t a b l i s h m e n t s  w h i c h  p r o p a g a t e ;  
o r  m a n u f a c t u r e  a n d  p r e p a r e  b i o l o g i c a l  p r o d u c t s  J

DOMESTIC USE i
j

4 2  U SC 2 6 2 ( a )  j

3

N o e x p o r t a t i o n  o f  p r o d u c t s  w h i c h  c a n n o t  b e  s o l d
i n  U . S .  f

REGULATORY
AUTHORITY
FOR EXPORTS

j

1

I

1

4 2  USC 2 6 2 ( a )

PENDING
AMENDMENTS N o n e  i

|

I

i

i



C onsum er P r o d u c t  S a f e ty  Commission

F e d e r a l  H aza rd o u s  S u b s ta n c e s  A c t 15 u s c  1261

PRODUCTS OR

S u b s ta n c e s  w h ich  a r e  (1) t o x i c ,  c o r r o s i v e ,  an  i r r i ­
t a n t ,  a s t r o n g  s e n s i t i z e r ,  f la m m a b le , c o m b u s t ib le ,  
o r  w h ic h  g e n e r a t e s  p r e s s u r e  and  w h ich  may c a u s e  
s u b s t a n t i a l  p e r s o n a l  i n j u r y  o r  i l l n e s s ,  and  (2) t o y s .

FINANCING
ARRANGEMENT

15 USC 1261

REGULATORY 
AUTHORITY FOR 
DOMESTIC USE

CPSC may b an  h a z a rd o u s  s u b s ta n c e s ,  r e q u i r e  l a b e l i n g ,  
and  se e k  a c o u r t  o r d e r  t o  s e i z e  n o n co m p ly in g  p r o d u c ts

!
i

i
*

15 USC 1262; 1265 ,

REGULATORY
AUTHORITY
FOR EXPORTS

A l l  p r o d u c t s  c an  be e x p o r te d  i f  i t
(1) I s  i n  a  p a c k a g e  b ra n d e d  i n  a c c o rd a n c e  w ith  

th e  s p e c i f i c a t i o n s  o f  th e  f o r e i g n  p u r c h a s e r .
(2) I s  l a b e l e d  i n  a c c o rd a n c e  w i th  t h e  la w s  o f  th e  

f o r e ig n  c o u n t r y .
(3) I s  l a b e l e d  on th e  s h ip p in g  p a c k a g e  a s  in te n d e d  

f o r  e x p o r t .
(4) I s  so  e x p o r te d .

15 USC 1 2 6 5 (a )

PENDING
AMENDMENTS

B e fo re  e x p o r t i n g  any s u b s ta n c e  w h ic h  i s  m is b ra n d e d ; 
b a n n e d , o r  f o r  w h ich  a r e g u l a t i o n  h a s  b een  p ro p o s e d , 
t h e  e x p o r t e r  m u s t n o t i f y  th e  CPSC 30 d a y s  (o r  l e s s  
i f  CPSC a p p ro v e s )  p r i o r  t o  e x p o r t .  CPSC n o t i f i e s  
th e  f o r e i g n  c o u n try  o f  su c h  e x p o r t a t i o n  and  th e  
f a c t  t h a t  su ch  s u b s ta n c e  i s  c o n s id e r e d  m is b ra n d e d , 
h a s  b e e n  b a n n e d , o r  i s  th e  s u b j e c t  o f  a p ro p o s e d  
r e g u l a t i o n .  CPSC a l s o  f i l e s  a  n o t i c e  i n  th e
F e d e r a l  R e g i s t e r .

I f  CPSC d e te rm in e s  t h a t  e x p o r t a t i o n  o f  s u c h  su b ­
s t a n c e  p r e s e n t s a n  u n re a s o n a b le  r i s k  o f  i n j u r y  to  p e r s o n s  i n  t h e  U .S . ,  p e n a l t i e s  a p p ly  f o r
e x p o r t i n g  su c h  s u b s ta n c e s .  H R  12442 S e c . 7



Food and Drug Administration

Food, Drug & Cosmetic Act 21 U S C321

Cosmetics

PRODUCTS OR
FIN AN CIN G
ARRANGEMENT

REGULATORY 
AUTHORITY FOR 
DOMESTIC USE

Secretary may establish standards of adulteration 
and mishradding

21 USC 361-362
May be exported, (no permit required) if—

(1) Accords to specification of foreign purchasers
(2) Is not in conflict with laws of foreign country
(3) Is labeled for export
(4) Is not offered for domestic sale

REGULATORY 
AUTHORITY 
FOR EXPORTS

21 USC 381(d)

PENDING
AMENDMENTS

None
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Food and Drug Administration

Food, Drug and Cosmetic Act 21 use 321

New drugsPRODUCTS ORFINANCINGARRANGEMENT
21 USC 321(p)

REGULATORY AUTHORITY FOR DOMESTIC USE
No introduction of new drugs in iinterstate commerce 
without approval by FDA. ("Interstate commerce” 
between any State or territory and any place out­
side thereof)

21 USC 355(a)
No exportation for commercial use under any

circumstance 21 USC 355(a)

REGULATORY AUTHORITY FOR EXPORTS
Exportation authorized for investigational use only 

if FDA receives, through the State Department a 
formal request from the foreign government. 
The request must specify that such government 
has adequate information about the drug and the 
proposed investigational use.

21 CFR 312.1

PENDINGAMENDMENTS
New drugs not yet approved in U.S. may be exported if 

exporting firm applies to the HEW Secretary for an j 
export permit. The Secretary shall issue the permi 
unless he finds
(1) Drug does not accord to specifications of 

foreign purchaser
(2) Drug is not labeled for export
(3) The foreign government has not been informed of 

the legal status of the drug in the U.S. and i 

it does not disapprove of importation of the j 
drug
Export of the drug is contrary to the public health (presumably of the U.S. or the foreign
country) HR 11611 and S. 

Sec. 134-135
2755

<4)
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Food and  D rug A d m in is t r a t io n

F ood , D rug & C o s tm e tic  ACt 21 u s c  321 j

PRODUCTS OR
FINANCING
ARRANGEMENT

Drugs, a p p ro v e d  f o r  U .S . u se

REGULATORY 
AUTHORITY FOR 
DOMESTIC USE

Drug m ust p r e v io u s ly  h a v e  b e en  a p p ro v e d  by FDA

REGULATORY
AUTHORITY
FOR EXPORTS

May b e  e x p o r te d ,  (no p e r m i t  r e q u i r e d )  i f —

(1) A cco rd s  t o  s p e c i f i c a t i o n s  o f  f o r e ig n  p u r c h a s e r s
(2) I s  n o t  i n  c o n f l i c t  w i th  law s o f  f o r e ig n  c o u n try
(3) I s  l a b e l e d  f o r  e x p o r t
(4) I s  n o t  o f f e r e d  f o r  d o m e s t ic  s a l e

21 USC 381(d )

PENDING
AMENDMENTS

May be e x p o r te d  (no p e r m i t  r e q u i r e d )  so  lo n g  a s  
d ru g  m e e ts  m a n u fa c tu re  and  q u a l i t y  s t a n d a r d s  
r e q u i r e d  f o r  d o m e s t ic  p r o d u c ts  ( o u t l i n e d  in  
s u b p a r t s  3 and  4 o f  HR 11611 and S. 2755)

HR 11611 and  S . 2755

S e c . 134

♦
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F o o d ,

F o o d  a n d  D r u g  A d m i n i s t r a t i o n

D r u g  a n d  C o s m e t i c  A c t  2 1  n g c  3 2 1

F o o d s

PRODUCTS OR
FINANCING
ARRANGEMENT

REGULATORY 
AUTHORITY FOR 
DOMESTIC USE

S e c r e t a r y  m a y  e s t a b l i s h  s t a n d a r d s  o f  i d e n t i t y ,  
l e v e l s  o f  a d u l t e r a t i o n ,  a n d  s t a n d a r d s  o f  m i s ­
b r a n d i n g

2 1  U SC  3 4 1 - 3 4 3

M a y  b e  e x p o r t e d ,  ( n o  p e r m i t  r e q u i r e d )  i f —

REGULATORY
AUTHORITY

( 1 )
( 2 )
( 3 )
( 4 )

A c c o r d s  t o  s p e c i f i c a t i o n s  o f  f o r e i g n  p u r c h a s e r s  
I s  n o t  i n  c o n f l i c t  w i t h  l a w s  o f  f o r e i g n  c o u n t r y :  
I s  l a b e l e d  f o r  e x p o r t
I s  n o t  o f f e r e d  f o r  d o m e s t i c  s a l e

FOR EXPORTS

2 1  U SC 3 8 1 ( d )

PENDING
AMENDMENTS

N o n e
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Food and  D rug A d m in is t r a t io n  •

F ood , D rug & C o sm e tic  A c t 21 USc321

M e d ic a l d e v ic e s

PRODUCTS OR
FIN A N C IN G
ARRANGEMENT

REGULATORY 
AUTHORITY FOR 
DOMESTIC USE

D epending  upon th e  ty p e  o f  d e v ic e ,  th e  S e c r e ta r y  may 
(1) e s t a b l i s h  p e rfo rm a n c e  s t a n d a r d s ,  (2) r e q u i r e  

p re m a rk e t  a p p r o v a l ,  (3) b an  d e v ic e s  w h ich  p r e s e n t  
u n re a s o n a b le  d e c e p t io n  o r  an  u n re a s o n a b le  and su b ­
s t a n t i v e  r i s k  o f  i l l n e s s  o r  i n j u r y ,  and  (4) r e q u i r e  
r e c a l l

21 USC 360d , 36 0 e , 3 6 0 f,3 6 0 h

REGULATORY

G e n e r a l ly ,  may be e x p o r te d  (no p e rm it  r e q u i r e d )  i f
(1) A c co rd s  t o  s p e c i f i c a t i o n s  o f  f o r e ig n  p u rc h a s e rs ;
(2) I s  n o t  i n  c o n f l i c t  w i th  th e  law s o f  f o r e ig n  '

c o u n try
(3) I s  l a b e l e d  f o r  e x p o r t
(4) i s  n o t  offered  fo r sa le  in domestic conmerce

AUTHORITY
FOR EXPORTS

In  a d d i t i o n  t o  th e  a b o v e , d e v ic e s  w h ich  do n o t  comply* 
w ith  p e rfo rm a n c e  s t a n d a r d s , h a v e  n o t  r e c e iv e d  
p re m a rk e t  c l e a r a n c e ,  o r  h a v e  b e en  ban n ed  c a n n o t  b e  i 
e x p o r te d  u n le s s  t h e  S e c r e t a r y  h a s  d e te rm in e d
(1) T h a t e x p o r t a t i o n  i s  n o t  c o n t r a r y  to  th e  p u b l i c  i 

h e a l t h  and  s a f e t y ,  and
(2) T h a t t h e  f o r e i g n  c o u n try  a p p ro v e s

21 USC 3 8 1 (d ) (1 )  and (d ) (2 )
S im i la r  r e q u i r e m e n ts  f o r  i n v e s t i g a t i o n a l  ^dev ices 
(p ro p o se d  43 FR 20749 t o  21 CFR 8 1 2 .1 9 (b ) )

PENDING
AMENDMENTS

None
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Food and Drug Administration

Radiation Control for Health and Safety 42 USC 2636
Act o figS 'S

Electronic products

PRODUCTS OR
FIN AN CIN G
ARRANGEMENT

42 USC 263c(2)

REGULATORY 
AUTHORITY FOR 
DOMESTIC USE

Secretary of HEW may establish performance standards 
to control emission of electronic product radiation 
and require notification for defects or non- 
compliance

42 USC 263f(a);263g

REGULATORY 
AUTHORITY 
FOR EXPORTS

Products for export need not conform to standards if-

(1) Labeled for export

(2) Product meets all applicable requirements
of the foreign country

42 USC 263f(a) (3)

PENDING
AMENDMENTS None



22

Consumer Product Safety Commission
Consumer Product Safety Act 15 usc 2051 j

PRODUCTS ORFINANCINGARRANGEMENT
Consumer products— articles used in and around the 
residence, school, or in recreation for the personal i 
use, consumption, or enjoyment of a consumer except • 
tobacco, motor vehicles, pesticides, boats, ammuni­
tion, aircraft, foods, drugs, cosmetics, or medical “ 
devices.

•
15 DSC 2052(a)(1) j »

REGULATORY AUTHORITY FOR DOMESTIC USE
CPSC can (1) set mandatory federal standards for 
products which pose an unreasonable risk of injury;(2) ban products which pose such risk and no standard 
can adequately protect the public, (3) seek a court order to seize products which contain an imminent 
hazard; (4) order pre-market notice of new products; (5) mandate labeling requirements; and (6) order recall.

*

15 USC 2056; 2057; 2061; 2062; 2063;
--------------------- and 2064-------

REGULATORY AUTHORITY FOR EXPORTS

Any product can be exported (except to U.S. installation outside the U.S.) if it
(1) Is manufactured or sold for export purposes 

and not distributed in the U.S., and
(2) Is labeled for export

15 USC 2067

PENDINGAMENDMENTS
Before exporting any product which does not comply 
with an existing or proposed standard or ban, the 
exporter must notify the CPSC 30 days (or less if 
CPSC approves) prior to export, CPSC notifies foreign country of the exportation and the existing or 
proposed standard or ban. CPSC also files a state­
ment in the Federal Register.
If the CPSC determines that exportation of products 
presents an unreasonable risk of injury to U.S. 
consumers, than Consumer Product Safety Act applies 
to exports of that product.

HR 12442, Sec. 5

«



Consumer Product Safety Commission 

Flammable Fabrics Act 15 usc 1191

Wearing apparel, fabric or related materials

PRODUCTS ORFINANCINGARRANGEMENT
15 USC 1191

REGULATORY AUTHORITY FOR DOMESTIC USE

REGULATORY AUTHORITY FOR EXPORTS

CPSC can set standards; issue cease and desist 
orders, and seek court order to seize noncomplying 
products. • \

15 USC 1193; 1195

Any product can be exported (except to U.S. 
installations outside the U.S.) if it is labeled 
for export.

15 USC 1202

CPSC interprets this provision so as to require the 
manufacturers of noncomplying goods to have the 
intention to export goods at the time of original 
manufacture.

16 CFR 1602.2'

Before exporting any product which does not comply
with an existing or proposed standard, the exporter PENDING must notify the CPSC 30 days (or less if CPSCAMENDMENTS approves) prior to export. CPSC notifies foreign
country of the exportation and the existing or 
proposed standard. CPSC also files a statement in 
the Federal Register. If CPSC determines that 
exportation of a product presents an unreasonable 
risk or injury to persons in the U.S., then the 
Flammable Fabrics Act applies to exports of that 
product.

HR 12442, Sec. 8
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D e p ar tm e n t o f  Commerce
2401

E x p o r t  A d m in is t r a t io n  A c t o f  1969 50 ^ s c App.

PRODUCTS OR
FINANCING
ARRANGEMENT

A r t i c l e s ,  m a t e r i a l s ,  o r  s u p p l i e s ,  i n c lu d in g  t e c h n i c a l  
d a ta  o r  any  o t h e r  i n f o r m a t io n .  ( A g r i c u l t u r a l  
c o m m o d itie s  in c lu d e d  w i th  th e  a p p ro v a l  o f  th e
S e c r e ta r y  o f  A g r i c u l t u r e ) .

50 USC App 2403

REGULATORY 
AUTHORITY FOR 
DOMESTIC USE

None

REGULATORY
AUTHORITY
FOR EXPORTS

D e p artm e n t o f  Commerce c a n  l i m i t  e x p o r t s  to  th e  
e x t e n t  n e c e s s a r y  t o —
(1) P r o t e c t  th e  d o m e s t ic  economy from  th e  e x c e s s iv e  
d r a in  o f  s c a r c e  m a t e r i a l s  and  to  re d u c e  th e  s e r io u s  
i n f l a t i o n a r y  im p a c t o f  f o r e i g n  dem and.
(2) ; F u r th e r  s i g n i f i c a n t l y  th e  f o r e ig n  p o l i c y  o f  th e  
U .S . and  to  f u l f i l l  i t s  i n t e r n a t i o n a l  r e s p o n s i b i l i t i e s
(3) E x e r c is e  th e  n e c e s s a r y  v i g i l a n c e  o v e r  e x p o r t s  
from  th e  s t a n d p o i n t  o f  t h e i r  s i g n i f i c a n c e  t o  th e  
n a t i o n a l  s e c u r i t y  o f  th e  U .S .

50 USC App 2402

PENDING
AMENDMENTS

None
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PRODUCTS OR
FINANCING
ARRANGEMENT

Drug Enforcement Administration
Controlled Substances Import and Export 21 USC 881
Narcotics and Dangerous Drugs

* REGULATORY 
AUTHORITY FOR 
DOMESTIC USE

•

Controls are provided for the transshipment 
of controlled substances through the United States 
to other countries and for their in transit ship­
ment within the U.S. for immediate export, and 
for the possession of controlled substances on 
board any vessel, aircraft or other vehicle arriv- 
in or departing from the United States.

REGULATORY
AUTHORITY
FOR EXPORTS

Regulates the importation and exportation of all 
controlled substances - narcotics, marijuana, 
depressants, stimulants and other dangerous drups.
No controlled substance can be exported except in com­
pliance with specified procedures which vary according 
to the schedule of the substance. Registration of 
importers and exporters of substances classified 
in schedule I or II would be based on the Attorney 
General's determination that this would be consist­
ent with the public interest and certain treaty 
obligations.

PENDING
AMENDMENTS

None
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Environmental Protection Agency
Federal Insecticide, Fungicide, 7 usc ^35
a n d  R o d e n t i c i d e  A c t

PRODUCTS OR
FINANCING
ARRANGEMENT

Substance or mixture of substances intended for 
preventing, destroying, repelling, or mitigating 
any pest, or for use as a plant regulator, defoliant 
or desiccant.

7 USC 136

REGULATORY 
AUTHORITY FOR 
DOMESTIC USE

Registration of pesticides with a finding by EPA 
of no "unreasonable adverse effect on the environ­
ment" required before registration; EPA registra­
tion of pesticide producers; EPA can issue "stop 
sale, use, or removal" orders and seek court orders 
for seizure of non-complying pesticides.

♦

7 USC 136a; 136e;176k

REGULATORY 
AUTHORITY 
FOR EXPORTS

Pesticides to be exported are not subject to 
regulation when intended solely for export and 
prepared or packed according to specifications or 
directions of the foreign purchaser.
EPA notifies State Department whenever a registra- 
is; cancelled or suspended. State Department notifies 
.foreign governments and appropriate international 
agencies.
EPA, in cooperation with State and other appropriate 
federal agencies are to participate and cooperate 
in'international efforts to develop improved 
pesticide research and-regulation.

7 USC 1360

PENDING
AMENDMENTS

Pesticides which are not registered for U.S. use 
can be exported if prominently labeled as follows: 
"Not registered for use in the United States of 
America"

S. 1678, Sec. 17
Pesticides which are not registered for U.S. use 
can be exported if foreign purchaser has signed a 
statement acknowledging that he understands that 
the pesticide cannot be sold in U.S. and a copy 
o f  the statement shall be transmitted to the 
appropriate official of the foreign government.

h

HR 8681; Sec 18
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. .5nYir.onroental- r.ra tec tian—Agency 
Toxic Substances Control Act i s  U S C ?fin i

PRODUCTS ORFINANCINGARRANGEMENT
Chemical substances or mixtures except pesticides, 
tobacco, nuclear materials, firearms, etc.

X5. USC 3603,REGULATORY AUTHORITY FOR DOMESTIC USE EPA may require testing, impose pre-market notice 
requirements, require labeling, limit or prohibit 
sale if tests show a reasonable basis to conclude 
an unreasonable risk of injury to health or the 
environment, or obtain a court order to seize a 
substance or mixture posing an imminent hazard

Statute does not apply if substance, mixture or arti 
cle is manufactured for export and is labeled as 
such except as follows:

REGULATORY AUTHORITY FOR EXPORTS
1. If EPA finds the substance, mixture or article 
will present "an unreasonable risk of injury to 
health within the United States or to the 
environment of the United States", it may 
prohibit export. Administrator may order 
testing to make such a determination

2. If a person intends to export a substance 
which has been subject to a regulatory action, 
such person shall notify EPA and EPA shall 
furnish foreign government notice of the 
rule, order, action, or relief.

15 y.?,C, 261L

PENDINGAMENDMENTS NONE
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SAFETY STATUTES AND AMENDMENTS CONTAINING EXPORT REQUIREMENTS,

BY NATURE OF REQUIREMENT

Exp o rts
Allow ed

E x p o rt
N o t if ic a t io n

Export
Approval

D is c re t io n a ry
Banning

A u th o rlty

Foods (FDCA) P e s t ic id e s  and M edical D evices M edical D evices
F u n g ic id e s (FDCA) (FDCA)

(F IFR A )

Approved U .S . T o x ic In v e s t ig a t io n - T o x ic
Drugs (FDCA) Substances a l Drugs Substances

(TSCA) (FDCA) (TSCA)

E le c t r o n ic N a rco t ic s  and N a rco t ic s  and Proposed Drug
Products Dangerous Dangerous Amendments
(RCHSA) Drugs Drugs (FDCA)

(CSA) (CSA)

Cosm etics Proposed Proposed Drug P ro p o s e d  FHSA
(FDCA) FIFRA Amendments Am endm ents

Amendments (FDCA)

General Proposed HSA P ro p o s e d  CPSA
(E xp o rt Amendments Am endm entsA d m in is tra -

t io n  A c t) P ro p o s e d  FFA
Am endm entsConsumer Proposed FFA

Products Amendments
(CPSA) . *

Flammable P ro p o s e d  CPSA
F a b r ic s Am endm ents •
(ffa)

Hazardous
Substances

(FHSA)

Ban o f  A l l  
Exp o rts

New, Unapproved 
U .S . Drugs 
(FDCA)

B io lo g ic a l
Pro d u cts'
(FDA)
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[The subcommittee letter to the President regarding export of Tris 
treated children’s sleepwear and W hite House responses follow :]

February 8 , 1978

The President 
The White House 
Washington. 0 . C. 20500 

Dear Hr. President:

In recent months, there has been considerable controversy surrounding 
the Consumer Product Safety Coomrisslon's decision to  ban the chemical flame 
retardant -  T r is .  One aspect o f  the problem, which has been p a rt ic u la r ly  
troublesome, has been the In a b i l i ty  o f  the Consumer Product Safety Comals- 
sIon to stop the export o f Tr1s -trea ted  c h ild re n 's  sleepwear. I t  appears 
th a t the Commission has determined th a t 1 t does not have the s ta tu to ry  
au th o rity  to  prevent the export o f a product which 1 t has found to  cause 
cancer In  ch ild ren . When CPSC Chairman Bylngton attempted to  e n lis t  the 
aid  o f  the Department o f Commerce, he was to ld  by the Secretary th a t since 
the Export Adm inistration Act does not s p e c if ic a lly  authorize the Department 
to  stop the export o f  Items banned In  th is  country, the S tate  Department 
would have to  determine whether or not such exports s ig n if ic a n tly  affected  
the fore ign po licy  ob jectives o f  the United S tates . The Commerce Department 
was Informed by the State Department th a t 1 t did not.

The Coamwrce, Consumer and Monetary A ffa irs  Subcommittee o f  which we 
are members has been conducting a study Of the problem o f  the export o f  
banned substances to  determine whether Items banned by o ther government 
agencies 1n ad d ition  to  the CPSC were being ro u tin e ly  exported. In  response 
to  a le t t e r  from the subcommittee, Secretary Kreps Indicated th a t the Commerce 
Department was unable to  ac t w ithout d ire c t po licy  guidance from the Depart­
ment o f  S ta te  regarding the re la tio n s h ip  between the export o f banned sub­
stances and U.S. fore ign po licy .

We are w r it in g  to  ask your help 1" addressing th is  serious problem. 
Tomorrow the CPSC may vote to  a f f irm  I t s  position th a t 1 t cannot prevent 
the export o f  T r ls -tre a te d  sleepwear, paving the way fo r  the export o f  
garments th a t w i l l  cause cancer In  the fo re ign  ch ild ren  who wear them. I t  
1s Inconceivable to  us th a t the United States could condone such action  In

32-427 0  -  78 - 3
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2The President February » , 1978

this case and In other eases where the export of an Item banned here would 
result 1n serious ham to the users abroad. We would be happy to work with 
the Administration to develop legis lation  which would define U.S. policy 
regarding the export o f banned Items. This situation as I t  current exists 
1s unacceptable. Neither the agency which bans an Item nor the Department 
of Commerce have the a b il ity  to stop the export of those products whose 
export cannot be Justified on any reasonable grounds.

*
The subcomnlttee w ill be holding hearings th is spring with the various 

agencies Involved 1n th is  problem. We hope that the State Department can 
be convinced o f the foreign policy merits o f an export policy which takes 
Into consideration the harmful nature of what Is  being sent abroad by this  
country. In the meantime, however, large quantities o f Tr1s-treated sleep- •
wear w ill begin leaving the United States soon unless Its  manufacturers 
know that such action w ill not be allowed 1n the future.

We urgently request that a l l  qfforts be made to Iden tify  potential 
exporters and recipient countries and that a l l  means be exhausted to dis­
courage those who would explo it foreign markets a t the expense o f Innocent 
children. We strongly believe that Tris should not be exported. We need 
your help to stop I t .

. Sincerely,

Benjamin 5. Rosenthal Henry A. Waxman
Chairman
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THE WHITE HOUSE
WASHINGTON

February 17, 1978

Dear Congressman Rosenthal:
The President has asked me to acknowledge 
his receipt of your letter of February 8 
regarding continued export of tris-treated 
children's sleepwear. The President appre­
ciates your comments and has the matter 
under consideration.

Sincerely,

Frank Moore
Assistant to the President 
for Congressional Liaison

U.S. House of Represen 
Washington, D.C. 20515
The Honorable Benjamin Rosenthal 
U.S. House of Representatives;^^ 
Washington, D.C. 20515

F E e 22)973
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HECEiVED
MAY3 01^g E W H I T E  h o u s e

WASHINGTON

r’ .. MaV 26, 1978

Dear Congres Rosenthal:
This is in further reply to your letter of 
February 8, 1978, regarding your concern 
surrounding the controversy with respect to 
the Consumer Product Safety Commission's 
decision to ban the chemical flame retardant 
Tris.
We agree that a careful survey of agency respon­
sibilities with respect to the export of banned 
substances subject to regulation by federal 
agencies is necessary and useful. Therefore, 
we have convened an ad hoc interagency working 
group on this subject. This will be a step in 
developing a clear understanding of what federal 
agency policies are in this area and how the 
application of existing statutes governing exports 
of banned items are meeting present needs.
We appreciate your concern and your^efforts to 
protect consumers.

Special
’eterson

Assistant to the President 
for Consumer Affairs

The Honorable Benjamin S. Rosenthal 
U. S. House of Representatives 
Washington, D.C. 20515
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Mr. Rosenthal. Our next witness is Mr. Jacob Scherr. represent­
ing the Natural Resources Defense Council.

I  notice that you have a 34-page statement. Without objection, we 
shall include your statement in the record; and perhaps you can give 
a synopsis of your statement.

STATEMENT OF S. JACOB SCHERR, ATTORNEY, NATURAL RE­
SOURCES DEFENSE COUNCIL; ACCOMPANIED BY FRANCINE
SCHULBERG, LAW STUDENT, HARVARD LAW SCHOOL

Mr. Scherr. That was my intention. Thank you, Mr. Chairman.
I am Jacob Scherr. I am an attorney with the Natural Resources 

Defense Council. NRDC is a public-interest environmental organiza­
tion with a membership of over 38,000 persons in the United States and 
in 21 foreign countries. We have been actively concerned about the 
protection of the international environment for about 5 years. I  am a 
member of the staff of the NRDC international project. One of the 
objectives of this project is to monitor and participate in the develop­
ment of U.S. Government decisions which have an effect upon the 
global environment. I  have been particularly concerned about the 
ecological problems associated with the transfer of technology to 
developing nations through U.S. foreign aid and trade. Last May, I 
served as a member of the U.S. delegation to the sixth session of the 
Governing Council of the United Nations Environment Program— 
UNEP—in Nairobi, Kenya. Through my work I  have become familiar 
with the environmental attitudes and policies of developing country 
governments.

I appreciate this opportunity to discuss, on behalf of NRDC, the 
policy of the United States with regard to exports of regulated 
products. I t is our view that existing legislation creates, for the most 
part, an unjustifiable double standard on exports. Most products con­
sidered too dangerous or too little studied for use at home are, none­
theless, allowed to be freely sold abroad. The failure of the U.S. Gov­
ernment to recognize its responsibility for the control of potentially 
dangerous exported goods has led to significant damage to health and 
the environment, both here and overseas, and has injured our Nation’s 
image in the international community.

We want to stress at the outset that we do not advocate * prohibi­
tion of the export of all products that are banned for domestic use, nor 
do we propose to force U.S. environmental and health standards on 
other countries. We recognize that each nation, as a sovereign, has the 
primary duty to protect the health and safety of its people. We realize 
that there may be products that would not be appropriate for use 
in the United States but could provide overriding benefits to other 
countries with different problems and priorities.

Instead, the obligation of the United States as an exporter is to 
provide to the governments of the importing countries an opportu­
nity to make their own informed judgments as to the risks and bene­
fits involved with the purchase and use of products which are banned 
or restricted in the United States. The need for notification, full in­
formation, and technical assistance is particularly acute in develop­
ing countries, many of which lack adequate administrative and tech-
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nical capabilities. Through cooperation with importing countries ancu 
minimal regulation, the United States can mitigate the hazards posed( 
by exports of banned or restricted products.

The sales abroad of products not permitted for use at home has 
become a matter of international concern over the last few years as 
a result of incidents of widespread poisoning and severe environmen­
tal harm. There is a sense of outrage on the part of many poor coun­
tries whose citizens are the most vulnerable to exports of hazardous 
drugs, pesticides, and food products. At the 1977 meeting of the 
UNEP Governing Council, Dr. Kiano, the Kenyan Minister for Wa­
fer Development, warned that developing countries will no longer 
tolerate being used as dumping grounds for products that have not 
been adequately tested. And that their people should not be used as 
“guinea pigs” for determining the safety of chemicals. He urged that 
“unless a product has been fully tested and certified and widely used 
in the countries of origin, it should not be used for export.”

The views of Dr. Kiano were incorporated in a decision passed by 
the 58-nation Governing Council. This decision acknowledged that 
there “have been unethical practices concerning the distribution of 
chemicals, drugs, cosmetics, and food unfit for human consumption 
and that there is a need for harmonious cooperation between export­
ing and importing countries.” The Governing Council urged:
j Governments should take steps to insure that potentially harmful chemicals, 
in whatever form or commodity, which are unacceptable for domestic purposes 
in the exporting country, should not be permitted to be exported without the 
knowledge and consent of appropriate authorities in the importing countries.

The control of toxic chemicals clearly is no longer a problem only 
for industrialized nations. Production, distribution, and consumption 
of chemical products is increasing worldwide. I t is estimated that 
some 30,000 different chemicals are produced commercially and are 
utilized as ingredients in probably more than a million products. Sev­
eral hundred new chemicals are introduced into the market each year. 
As is true of many advanced technologies, the use of chemicals has 
spread throughout the developing world much faster than the capa­
bility to assure their safe use. Some developing countries have enacted 
virtually no legislation to govern the importation, domestic use, and 
disposal of potentially toxic chemicals. Few maintain any facilities for 
monitoring the effects of the products on the health or the environ­
ment. Even where decent laws are on the books, many governments 
lack the technical and administrative capacity to implement them.

By permitting the uncontrolled export of hazardous chemical prod­
ucts, the United States and other producing nations demonstrate a 
lack of sensitivity to the challenges faced by health and environmen- 
tabofficials in developing countries.
/ O f  all the hazardous chemical exports, pesticides perhaps have the 
greatest potential for widespread injury. According to the World 
Health Organization, pesticide poisoning of farmworkers has be­
come a major health problem in many poor countries. It is the rural 
)oor in these nations who are the most likely victims, because of their 

inexperience in handling modern chemicals in the absence of instruc­
tions and safety warnings in local and understandable language. ̂ Phe 
risks of pesticide use are' further compounded bv the lack of ex­
pertise on the part of officials of importing countries who must rely
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on pesticide salesmen more interested in promoting their products 
than in sharing information on known dangers.

The extent ofHiumimVriffeimg and environmental harm resulting 
from trade in banned or restricted pesticides cannot be fnlly docu­
mented. Most incidents do not receive any international attention. 
Only a few major catastrophes have been reported. One involved the 
pesticide Leptophos, which was never registered by the Environmen­
tal Protection Agency for domestic use. In 1975 alone, Velsicol, a 
Texas-based corporation, exported over 3 million pounds of Leptophos 

, to 30 countries. Over half of that was shipped to Egypt, a country at
that time with no procedures for pesticide regulation or tolerance 
setting.

In December 1976, the Washington Post reported that Leptophos
• use in Egypt resulted in the death of a number of farmers and illness 

in rural communities. In addition, over 1,000 water buffalos died from 
Leptophos poisoning. Egypt stopped its purchases of the pesticide in 
1976, but despite the accumulation of data on Leptophos’ severe neu­
rotoxicity, Velsicol continued to market the product abroad for use 
on grain and vegetable crops, while proclaiming the pesticide’s safety.

The hazards posed by the production and sale of products~prO- 
hibited for domestic use is not limited to harm in the importing na­
tion. It can have a direct effect on U.S. public health and the environ­
ment. In the Texas plant that manufactured Leptophos, many of the 
workers became severely ill as a result of exposure to the pesticide. 
One worker described his condition as: “My spine is deteriorating; it 
is dissolving.” A Senate subcommittee revealed that since 1972 Amer­
ican imports of a number of vegetable products from Mexico con­
tained residues of the highly toxic pesticide.

1 U.S. drug sales abroad illustrate another element of the hazardous 
export problem. Under current law, new drugs not licensed for use 
in the United States cannot be exported. However, the law exempts 
approved drugs sold abroad from the limitations placed upon their 
domestic distribution.

Thus, prescription drugs can be sold over the counter; adulterated, 
contaminated, and misbranded dnigs can be exported; and there is no 
effort by the United States to curb misleading advertising or decep­
tive marketing practices by U.S. companies selling to developing
countries. __ _

.  It is not uncommon for U.S. drug companies to provide foreign
customers with different information than domestic purchasers. One 
example involved Winstrol, a synthetic male sex hormone manu­
factured by a subsidiary of Sterling Drug, which causes several known

* side effects, including the stunting of growth in children and bald­
ness. The Food and Drug Administration has stated that these side 
effects are virtually irreversible. While Winstrol is drastically limited 
for domestic use, it is available in virtually every pharmacy in Brazil. 
A 2-page advertisement in a Brazilian medical iournal pictured a 
healthy bov and recommended the drug to combat poor appetite, 
fatisrue, and weight loss.

We have been unable to obtain trade statistics on the export of 
particular products which have been banned or restricted by U.S. 
agencies.
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Since products manufactured for export only are generally exempt 
from reporting requirements of U.S. laws, ILS. regulatory agencies 
at best carry out limited monitoring of exports of unregistered or un­
licensed products. Those records which are maintained are often re­
garded as trade secrets and, therefore, they are not disclosed. The 
Department of Commerce does compile records of all exports along 
with the country of destination, but these figures are grouped by cate­
gories from which it is virtually impossible to determine a figure for 
a particular product that is banned or unregistered in the United 
States. tWe do have some data from EPA on pesticide exports, which sug­
gests that the variety and volume of exports of unregistered or re­
stricted pesticides are significant. An estimated 15 percent of the 
588 million pounds of pesticides exported from the United States 9 in 1975 were comprised of products never registered by EPA, or can­
celed or suspended by EPA. In that year, pesticides produced for 
export, whose use was banned or severely restricted in the United 
States, included aldrin, strobane, DDT, toxaphene, and endrin. There 
were also several pesticides exported in 1977 for which EPA regis­
tration never had been granted. In regard to some of these pesticides,
EPA has no information even as to their ingredients.

We have reviewed in my written statement six U.S. product control 
statutes which are administered by the EPA, the CPSC, and the FDA.
All of these statutes contain provisions concerning the export of prod­
ucts within their purview. Each takes a slightly different approach 
on exports of banned or unlicensed products but each in some way 
poses a double standard.

In total, they reflect the current attitude of the U.S. Government 
toward export of hazardous products, as that of caveat emptor—let 
the buyer beware. Yet we believe that this view is inconsistent with 
the commitment of the United States to the protection of human rights 
and well-being. Further, it can undermine efforts to protect the health 
and safety of members of the U.S. public and the quality of our own 
environment.

The sales abroad of banned or restricted chemical products was, 
again, a matter of extensive discussion at the UNEP Governing Coun­
cil meeting in May of 1978. The Kenyan delegation which had first 
raised the issue at the 1977 session, was joined bv representatives from 
Bangladesh, Ghana, Iran, Jamaica, Nigeria, Pakistan, and the Philip- 
pines in expressing concern about hazardous exports.

Also, a number of industrialized nations, including Belgium, Can­
ada, the Federal Republic of Germany, Sweden, and the United States 
were in agreement that existing means for providing full information *
to chemical-purchasing nations were inadequate.

The Governing Council adopted another decision, which reaffirmed 
its decision of 1977 which I mentioned earlier. The Governing Council 
called upon governments of both exporting and importing countries 
to institute adequate monitoring and evaluative and protective meas­
ures in regard to international commerce and chemical products. The 
decision appealed to exporting countries to prevent the export of items 
which are restricted or not registered for domestic use until it has been 
ascertained that designated officials in the importing government have 
obtained information on environmental health tests and their results
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and detailed instructions in mutually agreed languages for the safe 
use of these products, so as to permit these officials to make fully in­
formed decisions on the import and utilization of the products. A cor­
responding appeal was directed to importing governments to improve 
their own capabilities to make such decisions.

What emerged from the UNEP discussions was a sense that both ex­
porting and importing countries share a responsibility in regard to 
trade in potentially toxic chemicals.

It is also in our Nation’s own immediate interest to more effectively 
monitor and control such hazardous exports. First, tighter regulation 
of the export of hazardous products would mitigate the direct health 
hazards posed to those Americans involved in the products’ manufac­
ture and distribution. The Leptophos tragedy is not unique. Another 
example involved Kepone, which in 1974 and 1975, 99 percent of the 
American production was exported. In 1975, the Life Science Prod­
ucts Co., w’hich had a small chemical plant in Hopewell, Va., ceased 
its production of Kepone after 70 persons connected with the plant, 
including 10 wives and children of employees, became seriously ill 
from Kepone exposure. Kepone discharges from the plant were also 
responsible for the contamination of the James River and the Chesa­
peake Bay.

The Senate Subcommittee on Agricultural Research and General 
Legislation determined in 1976, after examining the Kepone incident, 
that plants manufacturing pesticides solely for export did not have 
to comply with the Federal Insecticide, Fungicide, and Rodenticide 
Act provision requiring the registration of establishments. Thus, un­
der existing law, it appears to be perfectly legal to begin the large- 
scale manufacture and worldwide distribution of a pesticide without 
even notifying the Environmental Protection Agency. The manufac­
ture of a banned pesticide for export may pose an additional risk to 
the health of the U.S. public as residues on imported foods.

I believe in addition to furthering our efforts to protect domestic 
health and the environment, the acceptance by the United States of 
an obligation to cooperate closely with environmental and health offi­
cials in countries importing U.S. products also serves our Nation’s 
diplomatic and commercial interests. Incidents, such as those involving 
Leptophos, do damage to the reputation of U.S.-produced goods and 
increase resentment toward our Nation. As awareness of product dan­
gers countinues to grow in developing countries, an enlightened U.S. 
policy on hazardous exports could provide a competitive advantage 
over other exporting countries.

We believe that the objectives of a U.S. policy on hazardous exports 
should be:

First, close monitoring of production and export of hazardous 
products.

Second, assurance that all available information concerning the 
risks and benefits associated with the prohibited or restricted product 
has been made available to the designated health or environmental 
official in the importing country prior to the export of the product.^

Third, requirement that all exports of regulated products meet 
U.S. quality control and labeling standards.

Fourth, notification to the importing countries and international 
organizations of all appropriate U.S. regulations. We believe that
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through the closer monitoring of trade, the U.S. Government can insure that other nations can receive an early warning of newly dis­covered hazards.

Fifth, provision of technical aid and training to governments of developing countries importing U.S. products.Sixth, the authority to prohibit exports where products pose un­reasonable risks to health and safety of the U.S. public or to the global commons.
In my written statement, I have set out in detail the elements of a program which we believe would implement these objectives.We believe that these policy objectives can be achieved only through change in the legislative mandate of each of the regulatory agencies that administers a product control statute.It is our view that the individual agencies should have the primary responsibility to administer the export controls, because they have the expertise in handling and regulating the particular products. The direct relationship between the U.S. agencies and their counterparts in other countries would also provide the most effective and efficient means of communication. We feel, however, that State Department involvement is critical in assisting the agencies to establish relation­ships with their foreign counterparts.
Insuring that importers know the nature of their purchases will not, by itself, end the abuse of chemical products in poor countries. Only the development of effective regulatory systems in third world coun­tries can do that. However, the U.S. policy we have suggested would at least reduce the chances that the most dangerous chemicals would not be imported or used by people totally unaware of the risks involved.
The proposed program would not significantly burden either the exporters or the agencies. Yet these minor requirements would pro­vide an important measure of protection for the health of the public and the environment, both home and abroad.Thank you.
Mr. Rosenthal. Congressman Drinan ?Mr. Drinan. Thank you, Mr. Chairman.I  want to commend you, sir, upon this very fine statement.On page 19 and following, you speak about the bill concerning FIFRA which presumably will be passed. Would that correct much of the abuse in the area of the pesticides ?Mr. Scherr. I  do believe that it would clear up most of the problem. I  feel that the provisions might have been better had it required a direct certification from the environmental officials in the importing government that they had examined the risks and benefits involved in the use of a banned pesticide.
Mr. Drinan. I t  is not certain that we cannot do that. But now it requires that they sign a statement acknowledging that they know they are buying a product which cannot be sold.Mr. Scherr. The proposed amendment would require only the actual purchaser to sign such a statement.In the proposed policy we recommended at the end of our state­ment we would actually have such a certification signed not by the purchaser but by an official of the importing government.
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Mr. Drixan. Would you talk about the bill on which Congressman 
Paul Rogers’ subcommittee had hearings lately? This concerns the 
drugs and the pharmaceuticals.

Mr. Scherr. We recognize that there might be certain circumstances 
in which a particular drug would not be approved in the United 
States but for which another country might have a serious need. 
Therefore, we would not oppose an end to the current prohibition 
on exports of all unapproved drugs. Our concern, however, is that 
the removal of a prohibition on exports of unapproved drugs could 
lead to abuse, unless very strenuous safeguards were applied to insure 
that health officials in the importing government have an opportunity 
to examine all the available data and to make up their minds as to 
the risks and benefits associated with the proposed export.

Mr. Drtxax. In most, or in many, cases there would be no officials 
in the receiving country who would be qualified to make that type of 
judgment. I  suppose it comes back to this.

It is my understanding that in Paul Rogers’ subcommittee, only 
the pharmaceutical companies supported the particular legislation 
that was proposed.

Would you feel that the United States has the power and should 
exercise that power to force the American pharmaceutical companies 
to live up to standards when they sell abroad—standards that are, 
in fact, acceptable to the FDA or other agencies? Would that be a 
possible route?

Mr. Scherr. I  would agree with that in regard to the labeling of 
drugs and insuring that drugs are manufactured in accordance with 
good manufacturing practices. The most difficult problem is whether 
or not we might permit the manufacture and sale abroad of a drug 
in our own country which we don’t approve for use here. I am aware 
of the concern of a lot of people that such exports should be totally 
banned. But it is our feeling that other countries have to make their 
own decisions, to some degree, on the risks and benefits. I  believe the 
U.S. obligation is to insure that they have full information and 
perhaps even to go a little further to provide them with technical 
assistance in evaluating those risks and benefits.

Mr. Drtxax. That is not really the approach that Congress is taking 
on FIFRA though; is it?

Under the bill that is now in conference—and that presumably will 
become law—thev have to stamp them—not register them for use. 
But they still, in fact, can sell them.

Mr. Scherr. Yes.
Mr. Drixax. On another point, is EPA as lax—after the GAO 

report— as they were before ?
It sounds incredible that they should have failed to do all of these 

things.
Mr. Scherr. I  assume that Barbara Blum from the EPA will 

address this tomorrow. But it is my understanding that there hasn’t 
been a significant change in their notification practices.

Mr. Drixax. I  commend you on a very comprehensive and very 
helpful statement.

Thank you.
Mr. Rosexthal. Mr. Corcoran ?
Mr. Corcorax. Thank you, Mr. Chairman.
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I also want to echo the comments of my colleague, Congressman Drinan, regarding the quality of your testimony. I  appreciate it very much.
As I  understand it, your testimony recommends notice to foreign recipients of the hazard rather than a recommendation for banning of exports altogether. And in this way we would avoid the United States making the risk assessment judgment, except in cases of possible reimportation or global environmental hazard. Is that a correct de­scription of your overall position ?
Mr. Scherr. Yes; but I  would say that we are calling for more than just notification. We are proposing that data on all environ­mental tests on a particular chemical be provided to the importing government. And technical assistance should be given to other coun­tries so that they can make fully informed decisions on imports.Mr. Corcoran. One of the other elements of your recommendations has to do with the possibility that perhaps the exporter ought to give notification to the receiving government, or to the government in which another company might be receiving this hazardous product.That is an added suggestion—at least to my knowledge of the sub­ject—over and above what exists in the law today.
I  find it an intriguing suggestion, but I would also want your opinion, having made that recommendation, as to whether or not it would also be very important for the State Department to give official communication to that receiving government.
Mr. Scherr. I would agree with that. On the issue of notification, I see the State Department essentially acting as a conduit for infor­mation provided by the various regulatory agencies. The State De­partment does not have personnel on its staff with the necessary technical ability.
I  think basically that the State Department should just provide a means for ensuring, for example, that the Consumer Product Safety Commission is in communication with its counterpart in the develop­ing countries.
Mr. Corcoran. Up to now, they have not been a conduit. In fact, they have been a stopping point.
Mr. Scherr. The problem is that it appears that there is both a flood of imported goods going into other nations and a flood of messages going from the State Department to our various embassies. It seems like there has been a problem of sorting out what products are really dangerous and require immediate notification. So the job is not being done.
Mr. Corcoran. Thank you.
Mr. Rosenthal. Thank you very much for a very useful and very important presentation.
Father Drinan?
Mr. Drinan. I  wonder, Mr. Scherr, if the World Health Organiza­tion, or some similar group, would be in a position to take this infor­mation and put it in a simplified form so that the Government, for example, of El Salvador and the nations of Central America could have some standard by which they know what they are doing. Has that been thought of ?
Mr. Scherr. International organizations, such as the World Health Organization or the United Nations environment program, do have
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a role to play. But it appears that a lot of importing countries are look­
ing to the exporting government directly for information. I  am very 
concerned about the suggestion that we should solve this problem by 
giving some international organization the responsibility. I  think it is 
kind of an elegant way of saying we are going to pass the buck. The 
record of the international organizations in this area has been that they 
have not been terribly effective in disseminating information on health 
hazards. I would prefer to see it being done directly by the exporting 
countries.

Mr. Drinan. I  would assume that certain highly developed nations 
have the same problem on the export of pharmaceuticals, nations such 
as Sweden, England, France, and maybe Italy.

What legislation has developed in that area, so that the multina­
tionals there, or local corporations, are not exporting things that are 
banned in Sweden ?

Mr. Scherr. I  am not familiar with that.
We are in the process of doing a study on toxic chemical laws in 

various other countries. One of the issues we will be looking at. is the 
control of exports of banned products. But at the present time, I  
do not have information on the laws of other countries.

Mr. Drinan. I  would assume that Japan, too, is a major exporter 
too of pharmaceuticals.

Mr. Scherr. I  believe that the United Kingdom, Germany, and 
Switzerland are all major exporters of chemical products. I  would 
not be surprised if their laws contained similar exemptions for 
exported products.

Mr. Drinan. So we are not the only offender.
Mr. Scherr. By no means.
Mr. Drinan. I  don’t know whether that makes our behavior better 

or worse.
Thank you very much.
Mr. Rosenthal. Thank you, Mr. Scherr.
[Mr. Scherr’s prepared statement follows:]



Statement of S. J acob Scherr. Attorney, Natural R esources Defense Council

I am S. Jacob Scherr, an attorney with the Natural Resources 
Defense Council ("NRDC"). NRDC is a public-interest environ­
mental organization, with a membership of over 38,000 persons 
in the United States and in twenty-one foreign countries.—
NRDC has for five years been actively concerned about the pro­
tection of the international environment. I am a member of 
the staff of the NRDC International Project, one of the objectives 
of which is to monitor and participate in the development of 
U.S. Government decisions that have an effect upon the global 
environment. I have been particularly concerned with the 
ecological problems associated with the transfer of technology 
to developing nations through U.S. foreign aid and trade.
Last May, I served as a member of the United States delegation 
to the sixth session of the Governing Council of "the United 
Nations Environment Program ("UNEP"} in Nairobi, Kenya. Through 
my work, I have become familiar with the environmenta>l attitudes 
and policies of developing country governments.

1/ NRDC's principal place of business is 122 E. 42nd Street, New York, New York 10017, with additional offices in Washington, D.C. and Palo Alto, California
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I appreciate the opportunity to discuss, on behalf of 

NRDC, the policy of the U.S. regarding exports of regulated 

products. It is our view that existing legislation creates an 

unjustifiable double standard. Most products considered too dan­

gerous or too little studied for use at home are, nonetheless, 

allowed to be freely sold abroad. The failure of the U.S. 

Government to recognize its responsibility for the control of 

potentially dangerous exported goods has led to significant 

damage to health and the environment both here and overseas and 

has injured our nation's image in the international community.

We want to stress at the outset that we do not advocate 

a prohibition of the export of all products that are banned for 

domestic use, nor do we propose to force U.S. environmental and 

health standards on other countries. We recognize that each 

nation, as sovereign, has the primary duty to protect the health 

and safety of its people and we realize that there may be 

products that would not be appropriate for use in the U.S., but 

could provide overriding benefits to other countries with 

different problems and priorities.

Instead, we believe the obligation of the United States as an 

exporter, is to provide to the governments of the importing 

countries an opportunity to make their own informed judgments' 

as to the risks and benefits involved with the purchase and use 

of products which are banned or restricted in the U.S. The



need for notification, full information, and technical assistance 
is particularly acute in developing countries many of which 
lack adequate administrative and technical capabilities. Through 
cooperation with importing countries and minimal regulation, 
the U.S. can mitigate the hazards posed by exports of banned 
or restricted products.

I. The Nature of the Problem
The sales abroad of products not permitted at home have 

become a matter of international concern over the last few 
years as a result of incidents of widespread poisoning and 
severe environmental harm. There is a sense of outrage on 
the part of many poor countries whose citizens are the most 
vulnerable to exports of hazardous drugs, pesticides, and food 
products. At the 1977 meeting of the UNEP Governing Council,
Dr. J. C. Kiano, the Kenyan Minister for Water Development, 
warned that developing nations will no longer tolerate being 
used as "dumping grounds for products that had not been ade­
quately tested" and that their peoples should not be used as 
"guinea pigs" for determining the safety of chemicals. He 
urged that "Unless a product has been fully tested and 
certified, and widely used in the countries of origin, it 
should not be used for export."—

2/ The Standard, Nairobi, Kenya, May 11, 1977 at 3.



The views of Dr. Kiano were incorporated in a decision

passed by the 58-nation Governing Council. Decision 85(V)

adopted on 25 May 1977 and entitled Human and Environmental

Health, acknowledged that "there have been unethical practices

concerning the distribution of chemicals, drugs, cosmetics, and

food unfit for human consumption" and that "there is a need

for' harmonious cooperation . . . between exporting and

importing countries." The Governing Council urged:
"Governments to take steps to ensure that 

potentially harmful chemicals, in whatever form 
or commodity, which are unacceptable for domestic 
purposes in the exporting country, are not per­
mitted to be exported without the knowledge and 
consent of appropriate authorities in the 
importing countries." zJ

The control of toxic chemicals clearly is no longer a 

problem only for industrialized nations. The production, dis­

tribution, and consumption of chemical products is increasing 

worldwide. It is estimated that some 30,000 different chemicals 

are produced commercially and are utilized as ingredients in

probably more than a million products. Several hundred new 
£/

chemicals are introduced into the market each year. As is 

true of many advanced technologies, the use of chemicals has

3/ A copy of the full text of the decision is included in 
—  an appendix to this testimony.
£/ UNEP, "The State of the World Environment 1978," at 2 (May 1978)
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spread throughout the developing world much faster than the 
capability to assure their safe use. Some developing countries 
have enacted virtually no legislation to govern the importation, 
domestic use and disposal of potentially toxic chemicals, and 
few maintain any facilities for monitoring the effects of the 
products on health or the environment. Even where decent laws

»
are on the books, many governments lack the technical and admini­
strative capacity to implement them. The communications between 
officials of the ministeries who manage importation and dis- »
tribution and officials of health ministeries, who are at 
least likely to appreciate the significance of potential hazards 
may be minimal. By permitting the uncontrolled export of 
hazardous chemical products, the U.S. and other producing 
nations demonstrate a lack of sensitivity to the challenges 
faced by health and environmental officials in developing 
countries.

Of all the hazardous chemical exports, pesticides perhaps
have the greatest potential for widespread injury. According
to the World Health Organization, pesticide poisonings of farm 

5/
workers have become a major health problem in many nations.
It is the rural poor in developing countries who are the most

S/ World Health Organization, "Occupational Health Programme," 
—  Report by the Director General (April 9, 1978).
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likely victims because of their inexperience in handling modern
chemicals and the absence of instructions and safety warnings
in local and understandable language. The risks of pesticide
use are further compounded by the lack of expertise on the part
of officials of importing countries who rely on pesticide sales-

* men more interested in promoting their products than in sharing
6/

information on known dangers.
The extent of human suffering and environmental harm

w
resulting from trade in banned or restricted pesticides cannot 
be fully documented. Most incidents do not receive any interna­
tional attention. Only a few major catastrophes have been 
reported. One involved the pesticide Leptophos which was never 
registered by the Environmental Protection Agency ("EPA") for 
domestic use. In 1975 alone, Velsicol, a Texas-based corporation, 
exported 3,092,842 pounds of Leptophos to thirty countries.
Over half of that was shipped to Egypt, a country with no

7/
procedures for pesticide regulation or tolerance setting. In 
December 1976, the Washington Post reported that Leptophos use 
in Egypt resulted in the death of a number of farmers and

6/ E. Eckholm, The Picture of Health; Environmental Sources 
—  of Disease 166 (1977)
7/ Response of Jim Kaminsky, General Accounting Office to a 
~ letter of Representative George E. Brown, Jr. (June 21, 

1977)



48

8/
illness in rural communities. Symptoms included convulsions,
speech impairments and loss of bladder control. In addition,
over 1,000 water buffalo died from Leptophos poisoning. Egypt
stopped its purchases of the pesticide in 1976. But despite
the accumulation of data on Leptophos’s severe neurotoxicity,
Velsicol continued to market the product abroad for use on
grain and vegetable crops while proclaiming the pesticide's 

9/
safety.

The hazards posed by the production and sale of products
prohibited for domestic use is not limited to harm in the
importing nation, but can have a direct effect on U.S. public
health and environment. In the Texas plant that manufactured
Leptophos, many of the workers became severely ill as a result
of exposure to the pesticide. Symptoms included partial paralysis,
blurred vision, dizziness and for one worker spastic paralysis
of the lower extremities. One worker described his condition:

10/
"My spine is deteriorating. Its dissolving." And a Senate 
Subcommittee revealed that since 1972 American imports of

8/ Washington Post, December 10, 1976, at 1. 
2/ Eckholm, supra note 6 at 166
10/ Washington Post, December.1, 1976, at 1
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tomatoes, beans, peppers, cucumbers, peas, cantaloupe, egg­
plants and squash from Mexico contained residues of the highlv 

11/
toxic pesticide.

Other reported international incidents involve organic
mercury fungicides and the herbicide 2,4,5-T. In 1972, Iraq
imported 8,000 tons of wheat and barley coated with an organic
mercury fungicide, whose use had been banned in the U.S. and
other developed countries. At least 400 Iraquis died and up to
another 5,000 were admitted to hospitals after consuming the 

12/
grain. U.S. companies continued to sell 2,4,5r-T in South
America even after its EPA registration for most domestic uses
was cancelled in 1970.^/ln Columbia, a rash of miscarriages and

deformed babies during the early 1970’s has been possibly linked
to exposure to 2,4,5-T, a pesticide similar in make-up to Agent
Orange, the defoliant used by the U.S. military in Vietnam and 

12/
later found to cause birth defects and death.

U.S. drug sales abroad illustrate another element of the 
hazardous export problem. Under current law, new drugs not 
licensed for use in the U.S. cannot be exported. However, the

11/ San Francisco Banner, June 24, 1977. The residue tolerance 
for Leptophos was finally revoked by EPA in November 1976.

12/ T. Farvar, "The Interaction of Ecological Social Systems," 
Outer Limits and Human Needs 70 (1976).

13/ Weir, "For Export Only: Poisons, Dangerous Drugs,"
Rolling Stone, February 10, 1977 at 31.
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law exempts approved drugs sold abroad from the limitations 
placed on their domestic distribution. Thus, prescription 
drugs can be sold over-the-counter; adulterated, "contaminated 
and misbranded drugs can be exported; and there is no effort by 
the U.S. to curb misleading advertising, marketing and decep­
tive practices by U.S. companies selling to developing countries. <

It is not uncommon for U.S. drug companies to provide
foreign customers with different information than domestic

14/ «,
purchasers. Winstrol, a synthetic male sex hormone manu­
factured by a subsidiary of Sterling Drug Inc, causes several 
known side-effects including the stunting of growth in children 
and baldness, deepening of voices and clitoral enlargements in 
girls. The Food and Drug Administration ("FDA") has stated that 
these side effects are "virtually irreversible." While Winstrol 
is drastically limited for domestic use, the Brazilian magazine 
Opiniao reported that it is available in virtually every pharmacy 
in Brazil. And a two page advertisement in a Brazilian medical

14/ See Hearings before the Subcommittee on Monopoly of the 
Senate Small Business Committee, May 26 and 27, 1976.
Naturally, United States law can not affect unscrupulous 
practices by foreign distributors of U.S. manufactured pro­
ducts. But to the extent that inadequate or inaccurate 
information is provided to purchasers or importing governments 
by American companies, it is our responsibility to recp’la*-® 
such activities.
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Chloramphenical, an antibiotic marketed in Latin America 
by several American firms, is active against many different

journal pictured a h,ealthy boy and recommended the drug to
combat poor appetite, fatigue and weight loss. The same
company also exports the painkiller dipyrone known to cause a
fatal blood disease. The American Medical Association warns
that dipyrone be used only as "a last resort." But marketed
in the Dominican Republic as Novaldin, dipyrone is advertised
with pictures of a contented child smiling about the "agreeable 

15/
flavor" of the Novaldin drops.

infections, takes effect quickly and is relatively inexpensive 
to produce. However, chloramphenical use has serious side-effects 
causing, in some patients, aplastic anemia with a mortality 
rate of between 30 and 60 percent. The FDA has required that 
chloramphenical be recommended only for life-threatening
infections such as typhoid fever, Rocky Mountain spotted fever 
and hemophilus influenzal’ meningitis. In the United States, 
promotional materials have to carry a warning that the drug 
must not be used for trivial infections. In Latin America, 
however, the same drug was promoted for tonsillitis, bronchitis, 
whooping cough, soft tissue abscesses and other "life-threatening"

15/ Weir, supra note 13 at 31
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diseases. It was even pushed for the treatment of influenza
and the common cold.

16/

Lomotil, produced by the American-based G.D.’ Searle Co.
ffective drug for relieving the symptoms of diarrhea

associated with mild stomach disorders. However, in developing 
countries where diarrhea is generally associated with faecally 
transmitted, often water borne infections, Lomotil use only

17/
masks indications of a more serious potentially fatal disease. 
With children, Lomotil use is especially hazardous because the 
difference between the recommended dose and fatal dose is very 
small. In the United States Lomotil can only be purchased by 
prescription and is not recommended for use by children. But 
in many developing countries Lomotil is sold over the counter 
and is promoted as suitable for serious cases of diarrhea. In 
fact, in the Sudan, Lomotil was sold in packages proclaiming the

16/ Hearings on the Drug Regulation Reform Act (H.R. 12611),
Before the Subcommittee on Health and the Environment of 
the House Committee on Interstate and Foreign Commerce,
June 12, 1978 (Statement of Milton Silverman)

17/ The World Bank's Health Vector Policy Paper for 1975 reported 
that ". . .bacillary dysentery and amoebiasis,* enteritis and 
other diarrheal diseases was the leading cause of death in 
Paraguay (1971) Guatemala (1970) and El Salvador (1971). . .
In a case study on the Punjab, a death rate of 3,446 per 
100,000 infants from acute diarrhoeal diseases were reported."
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drug was "used by astronauts during Gemini and Apollo space

flights" and recommending use by children even as young as 
18/

12 months.
Recently, much attention has been focused upon tris- 

treated baby clothes. Tris, used as a fire retardant in 

children's sleepwear was found to be carcinogenic and was 

subsequently banned for sale or distribution in the U.S. by

the Consumer Product Safety Commission ("CPSC") on April 8,
19/

’ 1977. Many U.S. manufacturers of tris-treated sleepwear

reacted to the CPSC action by exporting their inventories of

such products to countries without tris bans, primarily third

world nations. The CPSC finally banned the export of tris-treated 
20/

products on June 14, 1978. However, the ban did not take

effect until several million dollars' worth of the product found 
21/

its way into foreign markets.

18/ M. Muller, "Lomotil A Case of Moral Incontinence" New 
Scientist, 31 March 1977, p. 786.

19/ 42 Fed. Reg. 18849 (1977)

20/ 43 Fed. Reg. 25711 (1978)
The CPSC took this action pursuant to the Federal Hazardous 
Substances Act. While this Act exempts all products manu­
factured for export from the requirements of the Act,
CPSC claims it was within its power to ban the export of 
tris-treated sleepwear since the sleepwear had originally 
been manufactured for domestic sale.

21/ Washington Post, May 5, 1978 at C-l



We have been unable to obtain trade statistics on the
export of particular products which have been banned or re­
stricted by U.S. agencies. Since products manufactured for 
export only are generally exempt from reporting requirements 
of U.S. laws, U.S. regulatory agencies at best carry out limited 
monitoring of exports of unregistered or unlicensed products. 
Those records which are maintained are often regarded as trade 
secret and therefore not disclosed. The Department of Commerce 
does compile records of all exports, along with the country of 
destination, but these figures are grouped by categories from 
which it is impossible to determine a figure for a particular 
product that is banned or registered in the U.S.

We do have some basic data from EPA on pesticide exports, 
which suggest that the variety and volume of exports of un­
registered or restricted pesticides are significant. An 
estimated 15% of the 588 million pounds of pesticides exported 
in 1975 were comprised of products never registered or cancelled 
or suspended by EPA. In that year, pesticides produced for 
export whose use was banned or severely restricted in the U.S.
included aldrin, strobane, DDT, 2,4-D, toxaphene, heptachlor,

22/
VJ.indane, 2,4,5-T and endrin.

22/ Kaminsky response, supra note 7.
The U.S. status of these pesticides is:
Aldrin: All registrations except three minor non-food

uses cancelled because of suspected carcinogenicity 
and possible toxicological effects including birth 
defects, reproductive effects and danger posed to 
endangered species.



Among the pesticides exported in 1977 for which an EPA 

registration had never been granted were Chemviron, Orchex, 

Korvar, Finaven, Zeniofol, Reldan, Machete, Nemophos, Cyolane 

(Cylan), and Simetryn. In regard to some of these pesticides, 

EPA has no information even as to their ingredients.

continued from page 12
Strobane: All registrations voluntarily cancelled because

of suspected carcinogenicity.

DDT: All registrations except four health related uses
cancelled because of evidence of carcinogenicity 
and adverse environmental effects.

2,4-D: Referred to EPA’s Office of Special Pesticide Review
("OSPR") because of conflicting analysis of car­
cinogenicity tests.

toxaphene: Undergoing review by OSPR to determine whether
to cancel registration (known as Rebuttal Presump­
tion Against Registration or RPAR process) triggered 
by evidence of oncogenicity, other chronic effects 
and reductions in non-target aquatic, avian and 
mammalian species.

heptachlor: Pursuant to a settlement plan, all uses except
two minor non-food uses will be phased out.

lindane: undergoing RPAR process triggered by evidence of
oncogenicity, fetotoxicity and reproductive effects 
and acute toxicity in aquatic and avian species. 
Final decision on RPAR due at end of this year.

2,4,5-T: all registrations for food uses and for uses in
or near bodies of water cancelled. Remaining uses 
(primarily forest) undergoing RPAR process triggered 
by possible oncogenicity and teratogenic and 
fetotoxic effects due to dioxin contaminants.
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II. Current Legislation Regarding Hazardous Exports
The six U.S. product control statutes contain provisions

concerning the export of products within their purview. Each 
takes a slightly different approach on exports of banned or 
unlicensed products, but each in some way imposes a double 
standard. That is, one standard is used for those products manu- *
factured for sale abroad and another standard is used for pro­
ducts manufactured for sale in the U.S.

23/Federal Insecticide, Fungicide and Rodenticide Act ("FIFRA")
FIFRA, as amended in 1972, is administered by the EPA.

Under the Act, all pesticides sold or distributed in interstate 
commerce must be registered and must meet labelling, packaging 
and other standards. However under §17(a) "pesticides . . .  
intended solely for export to any foreign country and prepared 
or packed according to the specifications or directions of the 
purchaser of the foreign purchaser" are exempted from the other 
provisions of the Act except for Section 8. Section 8 permits

continued from page 13
endrin: registration for use on tobacco cancelled. Under­

going RPAR process triggered by evidence of 
oncogenicity, teratogenicity, reductions in 
endangered species and reductions in non-target 
aquatic pests. Currently designated restricted 
(can only be applied under the direct supervision 
of an applicator determined to be competent in 
the handling of pesticides).

EPA, Suspended and Cancelled Pesticides, Revised May 1978; *
OSPR Status Report April 17, 1978; and personal conversa­tions with EPA staff.

22/ 7 U.S.C. §§136-136y



the Administrator to require whatever record keeping he de­

termines are necessary for effective enforcement of FIFRA.

Section 17(b) also states that "whenever a registration or 

a cancellation or suspension of the registration of a pesticide 

becomes effective, or ceases to be effective, the Administrator 

shall transmit through the State Department notification thereof

to the governments of other countries and to appropriate 
24/

international agencies."
The following criteria were established by EPA for deter­

mining which registration actions should be transmitted to 

foreign officials and international organizations:

"The Agency will make available for transmittal 
to foreign governments notices of all registrations. . . . 
Foreign governments and appropriate international organ­
izations expressing interest will be notified of any 
cancellation or suspension action which has become effec­
tive and which is determined to have national or inter­
national significance."^/

24/ The FIFRA amendment requiring notification was passed in 
1972, yet EPA did not publish operating procedures until 
July 1, 1975.
Section 17(d) of FIFRA also requires the Administrator to 
participate and cooperate in any international efforts to. 
develop improved pesticide research and regulations.

25/ Response of Jim Kaminsky, supra, note 7.



EPA's past efforts to notify foreign governments of

registration changes were recently reviewed by the General

Accounting Office ("GAO") and were found to be le-ss than 
26/

adequate. The GAO surveyed EPA’s and the Department of
State's policies, practices, and relevant legislation; reviewed

documents, records and reports on notification; and interviewed

responsible officials at the two agencies and ten foreign 
27/

countries.
Since 1972, when the notification provision became effective, 

EPA has cancelled, suspended or significantly restricted use 

of fourteen pesticides, yet the records surveyed revealed that 

EPA requested the State Department to notify foreign nations 

about only five of the regulatory actions taken.
No attempt was made to inform foreign governments about

regulatory actions on the following pesticides; chlordane,

quaternary ammonium compounds, aramite, chloranil, safrole,
28/

heptachlor, kepone, OMPA, strobane. EPA officials stated

26/ Letter from Henry Eschwege, Director, Community and 
—  Economic Development Division GAO, to

Douglas M. Castle, Administrator, EPA, (April 20, 1978) .

21_/ The ten nations were: Costa Rica, West Germany, Guatemala, 
Indonesia, Mexico, New Zealand, the Philippines, Sri Lanka, 
Surinam, and Thailand. The FIFRA amendment requiring noti­
fication was passed in 1972, yet EPA did not publish 
operating procedures until July 1, 1975.

28/ EPA (or its predecessor agency) had cancelled the registration 
of six other pesticides prior to the 1972 notification require 
ment: bithionol, endrin, lindane, polychlorinated biphenyls.
No notices of these cancellations were transmitted.
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that the reasons EPA decided against notification were 
either that the registrants initiated the cancellations or 
because all product uses were not cancelled.

However the GAO determined that the actions taken on the
above listed chemicals:

"have both national and international implications, and 
notifications should have been made. For example, regi­
strations of chlordane and heptachlor were suspended and 
strobane was cancelled for most uses because of their 

» suspected potential in causing tumors in animals.
Chlordane and heptachlor were two of the most widely 
used pesticides in the world. The strobane action 
canceled 34 product registrations."

In the cases where the regulatory action was deemed signifi­
cant, notification was sent to U.S. embassies overseas leaving 
the responsibility for assuring that the appropriate offical of 
the foreign government received notification on Embassy personnel. 
The GAO reported that "in talking with cognizant foreign officials, 
we found that few had actually received the notifications. It 
appears that notifications were not distributed to cognizant 
officials because neither EPA nor State had procedures for 
assuring that notificatiors reach their proper destinations."

The GAO also found that foreign officials received "little, 
if any, information through official channels regarding the 
U.S. regulatory status of pesticides" and that:

"Representatives from less developed nations were 
particularly anxious to receive such timely data because 
they did not have funds or qualified people to perform 

« hazard evaluations equivalent to EPA's; therefore,
they rely heavily on U.S. registration as a guide for
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allowing use in their country."
A House-Senate Conference committee is currently consider­

ing amendments to FIFRA which would tighten up regulation of 
29/

exports. Both the House and Senate versions would require 
exporting firms to supply to EPA annual production and sales 
data. Both bills also provide that all pesticides not regi­
stered by the EPA carry prominent labels stating "Not
Registered For Use In The United States Of America." The 
House amendments would require all foreign purchasers of un­
registered pesticides to sign a statement acknowledging that 
they know they are buying a product that cannot be sold in 
the U.S. Copies of the statements would be sent by EPA to 
the importing government. In addition, the Senate version 
would mandate that pesticides sold abroad meet the same 
packaging and labelling standards as products sold domestically.

30/
Toxic Substances Control Act ("TOSCA")
TOSCA was passed in 1976 to assure that adequate data is 

developed as to effects of chemical substances on health and the 
environment and to provide EPA with the authority to regulate

2J9/ H.R. 8681, 95th Cong., 1st Sess., §18 (1977) 
S. 1678, 15th Cong., 1st Sess., §17 (1977)

30/ 15 U.S.C. §§2601 et seq.
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those substances that present an unreasonable risk of injury. 
Section 12(a) exempts those chemical substances that are man­
ufactured and labelled for export from all domestic regulations 
of the Act except Section 8 (Reporting and Retention of Informa­
tion) . The export exemption does not apply only if the Admini­
strator finds that the chemical will present an unreasonable risk 
of injury to health or to the environment of the United States.

TOSCA also contains a notification provision, Section 12(b), 
which states that any person intending to export a chemical for 
which submission of data is required under the Act must notify 
the Administrator of that intention, the Administrator will 
then furnish to the importing government notice of the avail­
ability of the data. Similarly, if a person intends to export 
a chemical for which rule, order, action or relief has been 
granted or is pending, the exporter must notify the Administra­
tor who in turn will furnish the importing government notice of 
such regulatory action. It is too soon to determine whether 
EPA will be more successful in implementing TOSCA's notifica-« 
tion requirement than it has been with the FIFRA provision.

Consumer Product Safety Act ("CPSA")22/
Federal Hazardous Substances Act ("FHSA")22/
Flammable Fabrics Act ("FFA")22/

All three laws are administered by the Consumer Product

31/ 15 U.S.C. §§ 2051 et seq.
32/ 15 U.S.C. §§ 1261 et seq.

22z 15 U.S.C. .§§ 1191 et seq.

32-427 0  -  78 - 5
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Safety Commission. The CPSA, passed in 1972, seeks to protect 
the public against unreasonable risks of injury associated 
with consumer products and enpowers the CPSC to promulgate 
consumer product safety standards and to ban unreasonably 
dangerous products. Section 18 of the CPSA states that the 
requirements of the Act do not apply to any consumer product 
if (1) the product was manufactured or sold for export and (2) 
the product is labelled that it is intended for export.

The FHSA, as amended, provides for the ban or precautionary 
labelling of hazardous substances (other than pesticides, food, 
drugs and cosmetics). Under Sections 5 and 6 a person is not 
subject to the criminal penalties of the Act for shipping a 
hazardous substance to a foreign country if the substance is 
marked for export and labelled in accordance with the specifica­
tions of the foreign purchaser and in accordance with the laws 
of the foreign country.

The FFA, as amended, permits CPSC to set Fabric Flammability 
Standards or regulations to protect the public against unreason­
able risk of the occurence of fire. Section 15 states that the 
Act does not apply to any fabric which is to be exported pro­
vided the fabric is labelled for export.

H.R. 12442, currently pending before the House of Represen­
tatives, would amend the export provisions of these three acts 
administered by the CPSC to give the Commission greater authority 
over the export of hazardous products. These proposed
amendments would:



(1) eliminate a product's exemption from the respective 
Act if the CPSC determines that the exportation would present 
an unreasonable risk of injury to persons in the United States.

(2) require that in specified circumstances the exporter 
must give the CPSC 30 days advance notice of the exportation 
during which the CPSC would be required to notify the involved 
foreign government of the exportation and the status of the 
product in the U.S. The CPSC must also publish a notice in 
the Federal Register that they have been notified of the 
intended export. The notification requirement would be trig­
gered under the CPSA if the product intended for export is not 
in conformity with an applicable or proposed consumer product 
safety standard. Notification under the FHSA would be required 
when the product intended for export is a misbranded hazardous 
substance, a banned hazardous substance, or a substance subject 
to a proposed rulemaking to classify the substance as banned.
And notification would be required under the FFA when the 
intended export fails to conform to an applicable flammability 
standard or regulation in effect or proposed under the Act.

33/
Federal Food, Drug, and Cosmetic Act ("FFDCA")

The FFDCA, as amended, is administered by the Food and Drug 
Administration ('FDA"). It was broadly designed to "keep interstate

33/ 21 U.S.C. §§301 et. seq
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channels from deleterious adulterated and misbranded articles
of specified types to the end that public health and safety 

34/
might be advanced."

The export provisions of the FFDCA differentiate between 
three catagories of medical products:

(1) new drugs, new animal drugs and animal feeds containing 
new animal drugs which cannot be exported unless they are 

licensed for domestic use;
(2) other drugs (e.g. antibiotics, insulin, "grandfather

drugs") which may be exported if they meet four criteria: (i)
they accord to the specifications of the purchaser, (ii) they
are not in conflict with the laws of the importing nation, (iii)
they are labelled for export, and (iv) they are not offered 

35/
for domestic sale.

34/ U.S. v. Walsh, 331 U.S. 432, 67 S. Ct. 1283, 91 L. Ed.
1585 (1947)

35/ Drugs, other than new drugs, that meet the four conditions
can be exported even if they are adulterated and misbranded.



(3) medical devices, which may be exported if they meet
the four criteria stated in (2) and the Secretary of the
Department of Health, Education and Welfare ("HEW") determines
that the device is not contrary to public health and safety and 

36/
that it has the approval of the importing country.

The House and Senate are both considering a FDA-sponsored 
37/

bill which would lift the export ban on new drugs. Unlicensed 
drugs could be exported under the Bill if the exporter obtains 
a permit from the Secretary of HEW. Prior to the issuance 
of a permit, the exporter must provide the Secretary with: 
evidence that the drug accords to the specifications of the 
foreign purchaser; certification from the government of the 
country of destination that it has been informed of the legal 
status of the drug in the United States and that it does not 
disapprove of the importation and distribution of the drug; 
and other specified information. The Secretary is required to 
issue the permit unless he determines that (i) the product does 
not meet the purchaser’s specifications, (ii) the product is 
not clearly labelled for export, (iii) the applicant has failed 
to supply the required certification from the foreign government 
(iv) based on the available evidence, the export is contrary to 
public health, or (v) the application contains an untrue state-

36/ Section 801(d)
37/ H.R. 12611, 95th Cong., 2nd Sess., §§ 134-136 

S. 2755, 95th Cong., 2nd Sess., §§ 134-136
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ment of material fact. The bill would also require that all 
exports comply with U.S. manufacturing and quality control and 
labelling standards. Under the Act the exporter must also 
assure that the product reaches its destination and establish 
and maintain records to enable the Secretary to determine 
whether the conditions of the permit are being met. Finally the 
Bill provides the Secretary with the authority to exchange 
information with health officials of foreign governments and 
international organizations and to provide training for employees 

of foreign governments.
While we do not oppose amendments to the FFDCA which would 

permit the export of certain drugs unlicensed for domestic 
use, we feel that the FDA bill does not sufficiently protect 
the interests of the U.S. or the foreign purchaser. Our 
suggestions for what we believe would be a more effective 
approach are presented at the end of this testimony.

III. The Scope of U.S. Responsibility
The current attitude of the United States toward exports

of hazardous products might be characterized for the most part 
38/

as caveat emptor or "let the buyer beware." Yet this view 
i is inconsistent with the commitment of the United States to

38/ The doctrine of caveat emptor has all but been abandoned 
in the United States. It is now well established in U.S. 
law that the seller has a duty to exercise the care 
expected of a reasonable person of ordinary prudence to 
see the goods do no harm to the buyers.
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the protection of human rights and well-being. Further, it 
can undermine efforts to protect the health and safety of 
members of the U.S. public and the quality of our- environment^ 

The sales abroad of banned or restricted chemical products 
was again a matter of extensive discussion at the UNEP 
Governing Council meeting in May 197,8. The Kenyan delegation, 
which had first raised the issue at the 1977 session, was 
joined by representatives from Bangladesh, Ghana, Iran, Jamaica, 
Nigeria, Pakistan, and the Philippines, in expressing concern 
about hazardous exports. Also?a number of industrialized 
nations, including Belgium, Canada, the Federal Republic of 
Germany, Sweden, and the U.S., were in agreement that existing 
means for providing full information to chemical-purchasing 
countries were inadequate. The Governing Council adopted a 
decision reaffirming the 1977 decision discussed earlier, 
which noted "the repeated occurrence of harmful effects to the 
health of people and of the environment caused by lack of 
awareness of the risks associated with potentially harmful 
chemicals" afid "the need for strong and effective measures in 
all countries to ensure protection against such risks." The 
decision called upon Governments of both exporting and 
importing countries to institute adequate monitoring, evaluative 
and protective measures in regard to international commerce -In 
chemical products. The Governing Council appealed to exporting
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countries to prevent the export of items which are restricted 
or not registered for domestic use until it has been ascertained 
that designated officials in the importing country have
obtained (1) information on environmental health tests and
their results and (2) detailed instructions in mutually agreed
languages for the safe use of these products, so as to permit
these officials to make fully informed decisions on the import
and utilization of the products. A corresponding appeal was
directed to importing countries to improve their own capabilities 

39/
to make such decisions.

What emerged from the UNEP discussions was a sense that both 
exporting and importing countries shared a responsibility in 
regard to trade in potentially toxic chemicals. It is also in 
our nation's own immediate interests to more effectively monitor 
and control hazardous exports. First, tighter regulation of 
the export of hazardous products would mitigate the direct 
health hazards posed to those Americans involved in the products' 
manufacture and distribution. The Leptophos tragedy described 
earlier is not unique. Another example involved the now 
infamous kepone, 99% of which was exported in 1974-75. In ,
1975, Life Science Products, a small chemical plant in Hopewell, 
Virginia ceased its production of Kepone, after 70 persons

39/ The decision was initially introduced by Belgium, Canada, 
Iran, Kenya, the U.S.S.R., and the United Republic of the 
Cameroon. A copy of the full text of the decision is 
included in the appendix to this testimony.



69

connected with the Life Science plant, including ten wives 
and children of employees, became seriously ill from Kepone 
exposure. In 1977, the Congressional Research Service investi­
gated the incident and reported that the symptoms exhibited by
those affected included,

"slurred speech, nervousness, tremors, twitching 
eyeballs, liver damage, loss of memory, and 
sterility. A total of 29 Life Science employees 
have been hospitalized for treatment. According 
to Virginia health officials, between 15 and 20 
former Kepone workers still have a significant 
disability and about 12 probably will never be 
able to hold a job again."12/

Kepone discharges from the Hopewell plant were also,responsible 
for contamination of the James River and Chesapeake Bay. As 
a result the river had to be closed to fishing.

The Senate Subcommittee on Agricultural Research and
General Legislation in 1976, after holding oversight hearings
concerning the Kepone incident, determined that manufacturing
plants producing pesticide technical materials and pesticides
produced exclusively for export did not have to comply with the 

41/
FTFRA provision requiring registration of establishments.
Under existing law, it appears to be perfectly legal to begin

40/ Musgrove, Connie, Kepone Pollution: A Summary Review 
(Issue Brief Number IB76062) The Library of Congress, 
Congressional Research Service, Major Issues System, 
Environment and Natural Resources Policy Division, May 27, 
1977 p. 1.

41/ S. Rep. No. 95-334, 15th Cong. 1st Sess. 1977 p. 13
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the large-scale manufacture and worldwide distribution of a
pesticide without even notifying the EPA.

The manufacture of a banned pesticide for export may
an additional risk to the health of the U.S. public as

idues on imported food. A study conducted by FDA last year
revealed that 45% of the 55 imported green coffee bean tested
by the Agency contained illegal residues of pesticides that have
been banned or restricted for use in the United States. The
pesticides detected included DDT, BHC, DDE, lindane, malthion, 

42/
Irin and heptachlor.
There is one further pathway for exported pesticides to 

return to the U.S. Toxic chemicals introduced into the environ­
ment in Canada, Mexico, or even overseas can by travelling 
by water or air, cause harm in the U.S. Traces of DDT have 
been found in the most remote corners of the world. In fact,
it is impossible to find any population that has not been 

43/
exposed to DDT.

42/ Press Release, Senator Gaylord Nelson, January 30, 1978
43/ These domestic impacts establish the need for closer moni­

toring of unregistered or severe.ly restricted pesticides. 
Only with complete information concerning the life cycle 
of exported chemicals, from production to disposal, can 
the EPA, FDA, and the Occupational Health and Safety 
Administration establish enforcement priorities so as to 
avoid injury to U.S. health and the environment.
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In addition to furthering our efforts to protect domestic 
health and the environment, the acceptance of an obligation to 
cooperate closely with environmental and health officials in 
countries importing U.S. products also serves our nation's 
diplomatic and commercial interests. Incidents, such as those 
involving Leptophos, do damage to.the reputation of U.S.-produced 
goods and increase resentment towards our nation. As awareness 
of product dangers continues to grow in developing countries, 
an enlightened U.S. policy on hazardous exports could provide/ 

a competitive advantage over other exporting countries.

IV. Proposal for a Uniform Policy on Hazardous Exports
We believe that the objectives of a U.S. policy on hazardous 

exports should be:
(1) Close monitoring of production and export of hazar­

dous products. In our view, the availability of these statistics 
is a necessary starting point for effective control of trade
in banned or restricted products.

(2) Assurance that all available information concerning 
the risks and benefits associated with the prohibited or 
restricted product has been made available to the designated 
health or environmental official in the importing country prior 

to the export of the product.
(3) Requirement that all exports of regulated products 

meet U.S. quality control and labelling (including promotion)
standards.



(4) Notification to the importing countries and inter­
national organizations of all appropriate U.S. regulatory 
actions. Through closer monitoring of trade, the' U.S. governr 
ment can insure that other nations can receive an early warning 
of newly discovered hazards.

(5) Provision of technical aid and training to governments 
of developing countries importing U.S. products.

(6) Authority to prohibit exports where products pose 
unreasonable risks to health and safety of the U.S. public or 
to the global commons.

To attain these goals, we believe that the U.S. export 
policy should contain the following program elements:

(a) A permit system whereby prior to the export of any 
product not approved for domestic use, the exporter must obtain 
a permit from the appropriate federal agency. Permit applica­
tions would consist of supplying the agency with information 
easily obtainable by the exporter, including, but not limited 
to:

(i) name and address of the establishment where 
the product is manufactured;

(ii) name and address of purchaser or consignee;
(iii) evidence that the product accords to the 

specifications of the purchaser;
(iv) samples of labelling and promotional materials;
(v) description of tests made on the product, if any 

known to the exporter; and
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(vi) certification from a designated health or 
environmental official of the country of 
destination that he has examined all available 
information, that he understands that the 
product is not available for sale'or use in 
the United States and that he approves of the 
importation.

(b) Requirement that labelling of the product be in the 

language of the country of destination and that it contains 

the following information: generic name, directions for use, 

storage instructions, warnings of known side—effects, and 

expiration date. The label shall also clearly state, as 

appropriate, that the product is prohibited or restricted for 

use in the United States.
(c) Requirement that any promotional or labelling materials 

not be false or misleading.
(d) Requirement that manufacturing, holding, and dis­

tribution of the product comply with U.S. standards for good 

manufacturing practice.
(e) Requirement that the product meets all internationally 

prescribed standards.
(f) Requirement that the product is not adulterated, 

contaminated or misbranded.
(g) Requirement that each regulatory agency establish

a program to provide for the exchange of information with the 

appropriate officials of the foreign governments and inter­

national organizations. The agencies should make available 

data concerning the risks and benefits associated with the
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products' use, the handling and storage of the product, 
instructions for proper application and any additional appro­
priate information. In addition, the agencies should establish 
programs to train officials or employees of developing country 
governments to enable those officers or employees to make 
appropriate regulatory decisions.

(h) Notification system which would inform every importing 
nation of any action taken by a U.S. agency to revoke, amend, 
or limit a permit, license, or registration to sell or use a 
product in the U.S. and any action taken to ban a product from 
the U.S. market.

We believe that the policy objectives can be achieved only by 
changing the legislative mandate of each regulatory 
agency that administers a product control statute. It is our 
view that the individual agencies should have the primary 
responsibility to administer the export controls because they 
have the expertise in handling and regulating the particular 
products. In addition, regulation of exports by the individual 
agencies, rather than Department of Commerce or Department of 
State, will minimize any duplication of effort. The direct 
relationship between the U.S. agencies and their counterparts 
in other countries would also provide the most effective and 
efficient channel of communication.
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We feel that State Department involvement is critical in 
assisting the agencies to institute their international 
programs and establish relationships with foreign governments. 
Finally the program should include an effort to create greater 
coordination between all agencies involved in the prevention of 
injury caused by the manufacture, handling, distribution, use and 
disposal of hazardous products.

Ensuring that importers know the nature of their purchases
will not, by itself, end the abuse of chemical products in
poor countries. Only the development of effective national 

44/
regulatory sytems in third world countries can do that.
However, the U.S. policy we have suggested would at least reduce 
the chances that the most dangerous chemicals would not be imported 
or used by people totally unaware of the risks involved. The 
proposed program would not significantly burden either the 
exporter or the agencies. Yet, these minor requirements would 
provide an important measure of protection for the health of 
the public and the environment at home and abroad.

I thank you.

44/ Improvements in Third World regulatory capabilities are
essential to deal with the related problem of the movement 
to developing countries of manufacturing plants producing 
dangerous goods or involving hazards to worker’s health. 
See B. Castleman, "The Export of Hazardous Factories to 
Developing Nations" (March 7, 1978.
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Appendix
Testimony of J. Scheer

UNITED NATIONS ENVIRONMENT PROGRAMME 
GOVERNING COUNCIL DECISION 

5th Session, May 1977

85 (V ). Human and environmental health 

The Governing Council,

Having considered the report of the Executive Director, in particular the 
section dealing with human health, 23/

Recognizing that health is a basic human need and an integral part of the 
quality of life,

Noting the progress accomplished, in co-operation with the World Health 
Organization, in the programme for human and environmental health,

Aware that there have been unethical practices concerning the distribution of 
chemicals, drugs, cosmetics and food unfit for human consumption,

Conscious that there exists an urgent need for all countries to develop 
measures to protect themselves,

Further aware that there is need for harmonious co-operation between 
manufacturers and exporters of chemicals, foods, drugs and cosmetics, as well as 
between exporting and importing countries,

1. Requests the Executive Director to continue to give high priority to the 
protection of human and environmental health and to co-operate closely with United 
Nations bodies, especially the World Health Organization, the Food and Agriculture 
Organization of the United Nations and the International Labour Organisation, in 
this field, paying special attention to the problems, in both developed and 
developing countries, of contaminants, both chemical and biological, of food, and 
to epidemiology and the control of chronic diseases of all kinds (especially 
parasitic diseases) as far as they relate to environmental factors;

2. Urges Governments to take steps to ensure that potentially harmful 
chemicals, in whatever form or commodity, which are unacceptable for domestic 
purposes in the exporting country, are not permitted to be exported without the 
knowledge and consent of appropriate authorities in the importing country;

3. requests the Executive Director, in co-operation with the competent 
organizations of the United Nations system, especially the Codex Alimentarius 
Commission, to assist developing countries in developing and strengthening their 
capabilities for evaluating chemicals, foods, drugs and cosmetics being distributed 
within their, countries.

23/ UNEP/GC/90 and Corr.l, paras. 198-229.

UNEP Compendium of Legislative Authority 
P. 244
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Appendix
Testimony of J. Scheer

UNITED NATIONS ENVIRONMENT PROGRAMME 
GOVERNING COUNCIL DECISION 

6th Session, May 1978

B. Health c f people and the environment

Strongly rea ffirm ing  the provis ions o f decisions 53 (IV) of 
13 A p ril 1976 and 85 (V) of 25 May !977, and In p a rtic u la r those 
contained In i ts  paragraph 2 of the la t te r ,

Noti ng the repeated occurrence o f harmful e ffec ts  to  the health of 
people and of the environment caused by lack o f awareness of the r is ks  
associated w ith p o te n tia lly  harmful chemicals,

Noting fu rth e r the need fo r  strong and a ffe c tiv e  measures in a l l  
countries to  ensure protection against such r is k s ,

1. Appeals to  the countries exporting p o te n tia lly  harmful chemicals, 
In whatever form o r commodity, to  prevent the export of items which are 
re s tr ic te d , o r not registered fo r use.. In the countries of o r ig in  u n tl I
the exporting countries have ascertained th a t the re su lts  o f tes ts  and 
evaluations on the e ffe c ts  o f these chemicals on the health of people 
and the environment (as well as de ta iled  ins truc tions  In mutually agreed 
languages fo r  the safe use of these products) have been provided to  the 
designated a u th o r it iu s  in the re c ip ie n t countries, so as to  make I t  
possible fo r these a u th o r it ie s  to make fu l ly  Informed decision on the 
import and u t i l iz a t io n  o f the products;

2. Further appeals to the Governments of re c ip ie n t countries to  
take appropriate measures to  strengthen the c a p a b ilit ie s  of the a u th o r it ie s  
designated to  make the decisions re fe rred  to  In paragraph I above;

3. C alls upon the Governments c f both exporting and re c ip ie n t 
countries to  In s t itu te  adequate m onitoring, eva luative and p ro tec tive  
measures In th is  regard;

4. R&ouests the Executive D irec to r to  explore ways and means of 
ass is ting  re c ip ie n t countries in In s t itu t in g  the measures re fe rred  to  
In paragraph 3 above, and in fin d in g  so lu tions to  problems Invo lving 
p o te n tia lly  harmful chemicals Including the provis ion of Information 
on a lte rna tive s  to  th e ir  use.

UftEP/GC. 6 /L . 8/A d d . 3

32-427 0  - 78 - 6
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Mr. Rosenthal. Our next witness is Henry Eschwege, Director of 
the Community and Economic Development Division of the General 
Accounting Office.

We appreciate your being here, Mr. Eschwege, and you may pro­
ceed.

STATEMENT OF HENRY ESCHWEGE, DIRECTOR, COMMUNITY AND
ECONOMIC DEVELOPMENT DIVISION, GENERAL ACCOUNTING OF­
FICE; ACCOMPANIED BY ROBERT G. CHAMBERS, AUDIT MAN- 

- AGER

Mr. E schwege. Thank you, Mr. Chairman.
I  would like to introduce my colleague, Mr. Robert Chambers, who 

is an audit supervisor in our office and who has been in charge of our 
work done on pesticides.

We appear before you today to discuss the effectiveness of Fed­
eral efforts to notify foreign nations regarding U.S. pesticide suspen­
sion and cancellation actions.

This matter was addressed in our April 20, 1978, report to the 
Administrator, Environmental Protection Agency—CED-78-103.

Our review is still going on on the broad subject of exporting and 
importing of pesticides. But we came across this weakness, I would 
say, in the notification process; so we sent this rather short report to 
the Administrator back in April of 1978.

There is considerable room for improvement in E P A ’s and the De­
partment of State’s joint implementation of the pesticide notification 
program in identifying regulatory actions to be reported; in im­
proving procedures to insure that data provided in notifications is 
complete, concise, and understandable; and in insuring that respon­
sible U.S. embassies abroad and foreign officials receive all notifications 
in a timely manner.

EPA  regulates pesticides under the Federal Insecticide, Fungicide, 
and Rodenticide Act of 1947, as amended.

Section 17 (b) of the act requires E P A  to notify foreign governments 
and appropriate international agencies “whenever a registration or a 
cancellation or a suspension of the registration of a pesticide becomes 
effective or ceases to be effective.”

Notification of the U.S. suspension and cancellation actions are 
beneficial to both the United States and foreign nations.

The latter benefits because they are alerted to unreasonable hazards 
associated with using particular pesticides and can act to lessen ex­
posure of their wmrkers and citizens.

The United States benefits when a nation restricts using these pes­
ticides on food and fiber products imported into the United States.

EPA  prepares pesticide suspension and cancellation notifications 
in the form of an airgram. The airgrams provide brief statements of 
the regulatory action and request that certain documents—usually 
Federal Register notices—be provided to foreign governments.

The airgram and attached material are then forwarded to the De­
partment of State which, after review and approval, transmits them 
to its diplomatic and consular posts throughout the world for for­
warding to appropriate host country officials.



79

EPA often does not make notifications on regulatory actions.
In our April 1978 report to EPA, we reported that, since the act 

was amended in 1972 requiring foreign nation notifications, EPA has 
canceled, suspended, or significantly restricted using 14 pesticides or 
pesticide product ingredients.

EPA and Department of State records show that EPA requested 
the Department to notify foreign nations regarding only five of the 
regulatory actions. These were aldrin/dieldrin, vinyl chloride, mirex, 
leptophos, and BHC.

In each case, the Department of State notified U.S. embassies. Agri­
cultural and scientific attaches, or other embassy personnel, were 
responsible for assuring that foreign government officials received 
notification.

During the same period, however, EPA did not request foreign 
nation notifications on the other nine regulatory actions involving 
quarternary ammonium compounds in 1973; chlordane, heptachlor, 
kepone, OMPA, and strobane in 1976; and aramite, chloranil, and 
safrole in 1977.

Mr. Rosenthal. Can you tell us why they didn’t do that ?
You said EPA did not consider it necessary. Why didn’t they con­

sider it necessary ?
Mr. E schwege. This is because they are talking only about making 

such notifications when they themselves have initiated the cancella­
tion or the suspension. When the actions were not final or when all 
product uses were not canceled, they would not notify foreign nations.

Mr. Rosenthal. Were there safety factors involved in the nine 
pesticides that were not referred on ?

Air. Chambers. In most cases, there were.
Mr. Eschwege. We think so; yes.
We think in all nine cases they should have notified the foreign 

countries.
Mr. Rosenthal. And in those nine cases—and I haven’t followed 

this through—but is there a likelihood that food products they were 
used on could be reimported into the United States? Is that a pos­
sibility ?

Mr. Eschwege. I am not sure we know about all nine cases.
Mr. Chambers. We have cases where food products that have been 

imported contain some of these banned chemicals.
Mr. Rosenthal. So there was not only a danger to foreign nationals 

but a danger to U.S. citizens.
Air. E schwege. Yes, sir. I think that is an important thing to stress.
Air. Rosenthal. H ow* does EPA justify not doing this—on tech­

nical grounds or a judgment call or what ?
Air. Eschwege. Since we made our review EPA has—as I point out 

later in my statement—notified other countries about three additional 
of these pesticides.

Air. Rosenthal. But then there were six that still were not.
Air. Eschwege. That is correct.
Air. Rosenthal. I am sorry for interrupting.
Air. Eschwege. Since our review. EPA has made notifications on 

three of these pesticides, which are heptachlor, chlordane, and kepone. 
There is one other pesticide, DBCP, which EPA canceled and made 
notice on during 1978.
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Mr. Rosenthal. EPA didn't make notification on kepone, which 
is deadly.

Mr. Chambers. Until 1978.
Mr. Rosenthal. When did they take their first action ?
Mr. Chambers. Kepone action was in 1976.
Mr. Rosenthal. For 2 years, kepone exportation went on without 

notification.
Mr. Esciiwege. That is correct.
Mr. Rosenthal. That is almost unbelievable.
Mr. Eschwege. EPA did not consider it necessary to request the *

Department of State to notify foreign nations about the nine pesti­
cides.

EPA’s criteria for reporting suspension and cancellation actions 
limit foreign government notifications to those actions, and I  quote *
“determined to have national or international significance.”

EPA officials said that only EPA-initiated cancellations and sus­
pensions of basic pesticide-active ingredients registered for use in 
several products are considered actions of national or international sig­
nificance. Actions on individual pesticide products are not.

EPA decided that notifications on these pesticides were not required 
because the actions were not final, registrants voluntarily requested 
the cancellations, or all product used were not canceled.

We believe, however, that all of these regulatory actions have both 
national and international implications, and notifications should have 
been made.

For example, registrations of chlordane and heptachlor were sus­
pended, and strobane was canceled for most uses because of their 
suspected potential for causing tumors in animals.

Chlordane and heptachlor were two of the most widely used 
pesticides in the world.

The strobane action canceled 34 individual product registrations.
EPA, or its predecessor, also canceled major uses of 12 pesticides, 

such as DDT, mercury, PCB, and 2,4,5-T prior to the act’s 1972 
amendment.

Although the 1972 amendment did not require foreign nation noti­
fications of these prior cancellations, EPA requested notifications on 
6 of the 12.

EPA should have requested notifications on the other six pesticides, 
as they were of equal interest to other nations as those that were 
reported.

EPA has not consistently applied its criteria for foreign nation 
notifications. For example, EPA notified nations of its action on 
2,4,5-T although significant uses—uses on rangeland, forests, and 
transportation rights-of-way—were retained.

Further, EPA notified foreign nations on its revocation of 
leptophos tolerances—the maximum residue that can remain on 
food—even though there were no pesticide registrations suspended 
or canceled because leptophos was never registered for use in the 
United States.

Regarding the latter, EPA said that although notification of toler­
ance revocations is not covered by the act, it felt that this action was 
within the spirit of the act and that there was sufficient worldwide 
interest to warrant notice.
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We believe EPA’s rationale in the leptophos notification should be 
extended to all significant pesticide regulatory actions.

A further limitation in the program is that EPA cannot readily 
determine the international significance of pesticide regulatory 
actions.

Actions on relatively minor pesticide uses in the United States may 
involve significant uses in one or more foreign nations because of dif­
ferences in climate, crops, and pests.

Accurate, up-to-date, worldwide pesticide usage data is not gen­
erally available. This lack of information and the inherent problems in 
predicting changes in significant worldwide pesticide usage patterns 
underscores the very real need to notify foreign nations of virtually 
all pesticide suspension and cancellation actions.

At the time our work was performed overseas, EPA had initiated 
3 notifications covering 11 pesticides.

Officials of 20 foreign nations told us that generally their countries 
had received very little, if any, informatioh through official channels 
regarding the U.S. regulatory status of pesticides.

Of the 20 foreign nations, only West Germany and Sri Lanka 
acknowledged receiving all three notifications. Five others acknowl­
edged receiving one or two notices. Eight said no notifications were 
received, and the remaining five did not comment on this matter.

The statistics on notifications received by foreign nations may not 
be entirely accurate, because officials may not recall notifications that 
were received. Or officials who were notified may have moved on to 
other assignments.

The lack of foreign nation notifications stemmed, in part, from some 
embassies not receiving the notifications.

For example, the American Embassy in Costa Rica told us that it 
had received no notifications. Four other embassy officials stated that 
they had received only one of the three notifications.

A further complication is that forwarding pesticide notifications 
may conflict with other duties of some embassy officials.

For example, an official at one embassy told us that he did not 
routinely forward notifications on chemicals not registered in the host 
country because it may adversely affect U.S. exporting.

Mr. Rosenthal. He or she was making up his or her own judgment.
Mr. Eschwege. I  would say so. I t  is an isolated case.
Mr. Rosenthal. That person should be disciplined; don’t you 

think ? Do you have the name of that person ?
Mr. Eschwege. I don’t think we have it readily, but we can supply 

it.
Mr. Rosenthal. Will you foward the name of the person and the 

assignment to the subcommittee please?
Mr. Eschwege. Yes, sir.
[The material referred to follows:]

The official was a local agricultural specialist in an American Embassy. How­
ever, as Mr. Chambers points out later in testimony on pages 74 and 75, we be­
lieve that the instructions supplied to Embassy officials may be ambiguous, lead­
ing them to believe that pesticide notifications are discretionary. The record is 
not sufficiently clear to warrant disciplinary action. Rather, we believe that it 
would be more constructive for the Department of State to transmit clear, un­
equivocal instructions requiring Embassy personnel to transmit all pesticide 
notifications to foreign nations in a timely manner.
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Mr. E schwege. Foreign officials in 14 countries expressly told us 
that they wanted to receive timely notifications on U.S. pesticide regu­
latory actions. None said that they did not want to receive notifications.

Representatives from less developed nations were particularly anxi­
ous to receive such timely data, because they did not have funds or the 
expertise to perform the types of hazard evaluations being done by 
EPA.

They rely heavily on U.S. registration as a guide for allowing use 
in their country.

For example, one official wrote to us that Leptophos—Phosvel—was 
still being imported and used in Surinam, because he had received no 
information on adverse health or environmental effects as a result of 
its use.

The official requested information on Leptophos and asked to 
receive notifications on all future actions.

Had Surinam received E P A ’s March 3, 1977, notification on the 
revocation of Leptophos tolerances, it would have been aware of the 
nerve damage associated with Leptophos use 14 months before it 
requested this information from the GAO.

In cases where foreign officials did receive notifications, some com­
mented that the Federal Register notices provided were unclear and 
hard to understand, effective dates of regulatory actions could not be 
ascertained, and some copies of notices that were received were 
illegible.

We provided several foreign officials with copies of the E P A  book­
let, “Suspended and Cancelled Pesticides,” which summarizes EPA  
actions on pesticide suspensions, cancellations, and other restrictions.

Many of the officials believed that the type of information in the 
booklet alerted them sufficiently to initiate actions or to request addi­
tional data from which to judge whether use of the pesticide should be 
curtailed or discontinued.

We concluded that foreign nations want to receive timely and con­
cise notifications on U.S. actions to aid them in their regulatory func­
tions. I t  is apparent, however, that foreign nations are not receiving 
all E PA  notifications and that when notifications are received, they 
may be illegible or unclear in meaning.

EPA  and the State Department could improve their joint imple­
mentation of the pesticide law’s notification provision.

In  our report, we recommended that E P A :
Review all pesticide suspensions and cancellations—both agency and 

registrant-initiated—to identify those of national and international 
significance.

Compile information on these actions in concise publications for 
distribution to appropriate foreign nations. Publications should in­
clude effective dates and synopses of the regulatory actions in 
language that can be understood by officials whose primary language 
may not be English.

And, finally, we recommended that E PA  develop an appropriate 
system with the State Department for timely and efficient dissemina­
tion of this and similar data to foreign officials. A most effective way 
might be to have E PA  provide direct notifications to appropriate 
foreign officials, concurrent with notification to the Department of 
State.
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This concludes my statement.
Mr. Rosenthal. I  want to say that the GAO has done its usual first- 

rate job in this matter, and I  commend both of you and your col­
leagues and associates for doing that.

We are deeply thankful and grateful for your efforts.
Congressman Drinan ?
Mr. Drinan. Thank you, Mr. Chairman.
I  echo those sentiments about the thoroughness of the study.
W hy did the GAO choose the E PA  first? Is this the beginning of 

a series—going to the FD A  and so on ?
Mr. E schwege. We have done some work—I was not personally in­

volved with it—in the FD A  area as well. I t  was concerned with im­
ported meat.

Mr. Drinan. I  take it that the GAO on its own initiative started 
this ?

Mr. E schwege. Yes, sir. We have done this on our own initiative.
Like most agencies, we have to spread our forces rather thinly, 

but we thought it was about time to get into this area.
Mr. Drinan. I  assume that some judgment was made that the E PA  

should be surveyed before other agencies, since as you have found they 
have been quite derelict in their duties.

Mr. E schwege. The judgment that we usually make in such cases 
has to do with the coverage that is given to various programs by the 
agencies’ internal review mechanisms themselves, as well as the in­
terest that the Congress expresses in these areas.

We thought this would be a timely subject for review.
Mr. Drinan. On the choice of nations, only two developed nations 

are there, and only two major developed nations—West Germany and 
New Zealand.

I  take it that your results are the same—that the E P A  failed to 
communicate, even with highly developed nations and even with a 
nation like New Zealand where English is spoken.

Mr. E schwege. We have some statistics on that.
Mr. Chambers. That is an accurate statement.
We had varying responses from all countries.
As we indicated in our testimony, only Sri Lanka and West Ger­

many had received all three notifications.
Countries like Spain had received none.
Mr. Drinan. It may be that we could fault the Embassy in Madrid, 

for never translating this document or communicating it.
Mr. Chambers. That’s right.
Mr. Drinan. May I  ask this also ?
You wrote on May 12 a very good letter to Mr. Costle, the Adminis­

trator of EPA . You made recommendations, and then you reminded 
him of his duty to communicate after 60 days from this report with 
the Government Operations Committee. I  wonder if that report has 
come in ; 2 months have elapsed.

Mr. E schwege. That was April 20. The reply was due by about 
June 20.

I  am not aware that they have officially responded.
Mr. Chambers. The response has not officially been made as of this 

morning.
Mr. Drinan. But that response is due.
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Mr. E schwege. You are correct, Mr. Drinan. That would have been 
due by June 20. I t  is overdue.

Mr. Drinan. Thev don’t inform the foreign nations, and they don’t 
even comply with the statutory duty to inform the Congress.

W hat is the next phase of your study on EPA , or would you go on 
to some other agency ?

Mr. E schwege. We are actually continuing in this review to try  to 
get a better handle on the import side of pesticides to see whether 
there are any residues of some of these prohibited pesticides appear­
ing on foods that get imported into this country.

We have a constant presence at EPA. We have staff there all the 
time looking at the different programs—just as we have at FD A and 
other agencies of the Government. So we are getting into many facets 
of E P A ’s work.

Mr. Drinan. Let me ask you the question tha t I  asked previous 
witnesses.

I f  the new bill on F IF R A  becomes law, will that rectify the negli­
gent conduct that you have pointed out on the part of EPA ?

Mr. E schwege. I t  will rectify a good deal, but I  still feel there 
are a number of things that that particular provision can’t  really fully 
address.

One was mentioned by a previous witness—having to do with mak­
ing sure that if we manufacture pesticides just for export which are 
banned in this country, that the workers are protected in the plant.

The other one is that if even with those restrictions, these pesti­
cides are exported, that they don’t  come back to us in the form of im­
ported foods. So those are the two main areas, I  think, where you are 
not going to be able to cover it under FIFR A .

Mr. Drinan. Could American law really cover that ?
I f  pesticides are, in fact, exported, assuming someone gives the 

power to do that, is there any way to monitor these things if  they 
come back on vegetables from Mexico ?

Mrs E schwege. There is supposed to be some monitoring of that.
I  might add to this that some of these pesticides being used over­

seas don’t necessarily come from the United States. So even if we 
were to somehow fix that by a complete ban, it might not prevent some 
of the food from coming in with these residues on them.

Mr. Drinan. I s there any way of detecting the residues on the 
foods ?

Mr. E schwege. FD A  has procedures for doing that. We are still 
looking at those.

We have had problems trying to get a handle on this. But as we see 
it, these procedures, I  am sure, could be strengthened. That is our 
tentative conclusion on that. There are procedures.

Mr. D rinan. Thank you.
I  would ask the Chair if there is any wav for the Congress or the 

Government Operations Committee to insist that the EPA . before they 
testify tomorrow, comply with their statutory duty, which they have 
not done, in commenting on the report of the GAO which they received 
on April 20 ?

Mr. Rosenthal. We are trying to deal with that.
Mr. Drinan. Thank you very m uch; and thank you, sir, for a fine 

report.
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Mr. Rosenthal. Mr. Corcoran ?
Mr. Corcoran. Thank you, Mr. Chairman.
Mr. Rosenthal. Did you want to say something first, Mr. 

Chambers ?
Mr. Chambers. Yes.
I  want to go back to a point that you addressed about the notifica­

tion that was not transmitted.
I think that may stem, in part, from the telegrams that went out 

from the State Department.
I think the message was ambiguous.
The reason we put this example in our testimony is that there may 

be other Embassy officials who may be misinterpreting their duty 
to notify foreign nations.

I  want to quote from the telegram that went out in 1975.
It says:
Foreign governments and appropriate international organizations express­

ing interest will be notified of any cancellation or suspension action which has 
become effective and which is determined to have national or international 
significance.

So the reason that these things may not be passed is, in part, due I 
think to the ambiguity in this 1975 telegram. The statement appears 
to make notifications optional.

Mr. Rosenthal. Mr. Corcoran ?
Air. Corcoran. Thank you, Air. Chairman.
I  also want to associate myself wdth the remarks of the chairman 

and my colleague, Congressman Drinan, on our pleasure at your ap­
pearing here in the middle of an investigation and the quality of the 
report, that you have given us. I  have one specific question to begin.

Have you received a letter of reply to your April 20, 1978, letter to 
the Administrator of the EPA ?

Air. Esciiwege. No ; we would get the same reply that the commit­
tee would.

Air. Corcoran. Second, in the course of your testimony, you point 
out that the EPA has as one of its standards for notification the ef­
fective date of a ban on, for instance, a pesticide.

There is a period of time between the notice that there is going to be, 
or there is possibly going to be, a ban for the hazardous character­
istics of a particular pesticide and the actual effective date of the ban.

That is a very critical period. A lot of activity can take place dur­
ing that period.

Would you agree with me that perhaps there should be an EPA 
notice at that point of the fact that there is a potential hazardous 
danger and then the indication to the foreign government that there 
will be a confirming communication of the final results?

Air. Chambers. We think that there are two additional types of 
information that should be forwarded bv EPA to foreign nations.

These cover EPA’s restricted-use list. In other words, those pesti­
cides which can be applied only by certified applicators.

Second, the list of EPA’s rebuttable presumption against registra­
tion list of pesticides.

This is a list of pesticides that are suspected of causing unreasonable 
adverse, human health or environmental problems. A pesticide on this 
list will undergo extensive scientific review before EPA decides to 
allow the registration to be renewed.
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I  think what you are addressing would be covered if these lists were 
made available through the notification procedure.

Mr. Corcoran. One other area T want to have you elaborate on a bit 
is this.

In  the testimony, you talk about the lack of quality and lack of 
clarity and the general breakdown in communications to the foreign 
governments.

In  the course of the coming weeks, during which you will be con­
cluding your investigation, will you be focusing on this communi­
cations problem ? And will you be making some specific recommenda­
tions to the Congress on that ?

Mr. E sciiwege. Yes. This will be covered again in our final report.
As we point out, there is a document now that is pretty good. U n­

fortunately, it does not get updated enough to be useful all the time. 
That is this booklet on “Suspended and Cancelled Pesticides,” which 
has a lot of good information.

W hat they are getting now is copies of the Federal Register, and 
you know how difficult that is to read. And copies get to be pretty 
sloppy after awhile.

Mr. Corcoran. Going to the star of the hearings so far—the State 
Department—could you tell us whether or not the State Department 
maintains any kind of a list of F P A  actions in each embassv so that 
at each one of those embassies any inquiring foreign official or com­
pany or citizen in a foreign country could learn from our Embassy 
whether or not there has already been a determination by agencies of 
this Government about hazardous materials now in that country?

Mr. E schwege. The State Department told us that thev don’t  have 
such a list. Some of the embassies in the foreign countries didn’t even 
have the notifications. As far as we know, there is no list, unless some­
body on their own initiative reads through the New York Times and 
other papers and finds it.

Mr. Corcoran. At this point T realize you are still in the middle of 
your investigation, so I  am not asking for a final recommendation. 
But is it possible, or perhaps probable, that one of your recommenda­
tions might be that the State Department would maintain such a list 
at each embassy ?

Mr. E schwege. I t  is very possible. I  think you have given us a good 
idea there.

Mr. Corcoran. Lastly, your concluding recommendation is th a t : 
“EPA  provide direct notification to appropriate foreign officials con­
current with notification to the Department of State.”

I  have been pretty rough on the Department of State. My colleagues 
have been pretty rough on the Department of State. You are pretty 
rough on the Department of State in that final comment.

Furthermore, based on the earlier testimony of the representative 
of the Carter administration who is chairing this working force, they 
are thinking at this point that there is going to be a coordinated and 
comprehensive approach to this. Now there is a conflict there. How 
do vou think it should be resolved ?

Mr. E schwege. We would like to think that our recommendation is 
a good one to consider, because it kind of shortcuts the process. 
W hether it is State Department or anyone else, we want to get that in­
formation over there as soon as possible.
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AVe are not bypassing the State Department entirely. We are saying 
that they should be informed too. But this is an additional safety 
valve to make sure that this information gets over there.

Mr. Corcoran. Thank you very much.
Mr. Rosenthal. I  think both ideas are very good myself. Mr. Cor­

coran’s proposal seems to me so elementary—that each embassy should 
have kept a roster on all the notifications they received and how they 
distributed them. I t seems so elementary.

Do you have any information at ail about what has happened in 
♦ countries that have received notifications? W hat actions they have

taken ? Or have they taken any actions ?
Mr. Chambers. We asked that question in the various countries 

that we went to. We did get two positive responses on banning 
» Leptophos.

When Guatemala and Costa Rica received the notification they did 
cancel the use of Leptophos in their countries.

So, in fact, this type of data is used and can be valuable to a 
country.

Mr. Rosenthal. Congressman Drinan ?
Mr. Drinan. Thank you, Mr. Chairman.
I wonder if you gentlemen could confirm the estimate that has been 

made by the Natural Resources Defense Council—namely, that 15 per­
cent of the 588 million pounds of pesticides exported in 1975 were not 
registered for use in the United States?

Mr. E schwege. May we provide that for the record ?
Mr. Drinan. Yes.
[The material referred to follows:]
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The figure provided by the Natural Resources Defense Council for total 
1975 pesticide exports is essentially correct. The attached schedule shows 
total U.S. exports of approximately 588 million pounds for calendar year 
1975.

EPA's records of pesticide exports for calendar year 1975 show the 
following categories of pesticides that are not registered or that are not 
fully registered:

Unregistered 
Undergoing Registration 
Temporary Permit

Gallons

2,864,991
10,530
2,100

2,877,621

Pounds

77,640,278
5,165,484
2,012,508

84,818,270

We did not convert total gallons of exports to pounds, however, it is 
obvious that total pounds and gallons in these categories would exceed 15 
percent of the total 588 million pounds exported. We do not know if the 
Natural Resources Defense Council included all three categories in their 
computations.

It must be cautioned, however, that the active ingredient chemicals in 
export products are not necessarily suspended or canceled. Unregistered 
means only that the specific product is not registered by EPA; some of these 
products contain only active ingredients that are essentially unrestricted 
for use within the U.S. We do not have exact data on exports of pesticides 
for suspended or canceled uses. This data can only be obtained by obtaining 
and comparing labels of each export product to suspended and canceled U.S.
uses.
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U.S. P es tic id e ^ ' Exports by Destination-1975 

AREA QUANTITY (lbs)

Western Hemisphere
Canada
20 Latin American Republics
Other Western Hemisphere

92,662,126
158,109,833 

• 9,137,521

Sub-total 259.909.A80

Western Europe
Communist Areas In Europe
Asia
A ustralia and Oceania
Africa

150,571,03A
10,369,973

117,062,052
1O.A39.775
39,332,688

Sub-totai 327,775,522

TOTAL - '587,685,002

Source; U.S. Exports; Domestic Merchandise SIC-Based Products by World 
Areas; FT 610 Annual 1975; Issued January 1977; U.S. Department 
of Commerce; Bureau o f the Census.



Mr. Drixan. The cyclamates have not come up today. They were banned by the FDA some time ago.
It is my understanding that American companies are marketing them throughout Canada and Europe and elsewhere. Did you come across any evidence of that ?
Mr. Eschwege. No.
Mr. Drixan. That would not be in EPA.
Mr. Eschwege. Since this is not defined under pesticides, we didn’t do that one; no.
Mr. Drixan. One last point.
All these unregistered or banned items—do we sell them to Europe with the same frequency that we sell them to Latin America or to the developing world?
I wonder what is your experience with regard to West Germany ? Do they see a lot of unregistered, or banned, chemicals or pesticides coming into West Germany ?
Mr. Eschwege. We have some statistics on that, I  believe.Mr. Chambers. I think we should go back, for example, to leptophos.We don’t have individual statistics on the total amount of each chemical shipped to each country.
For leptophos, there was a total of 13,950.000 pounds shipped over­seas in the period from 1971 to 1976.
The bulk of those shipments went to developing countries—coun­tries like Egypt, the Ivory Coast, Colombia; and Germany imported almost no leptophos.
The developed countries produce their own pesticides. It is much cheaper. When you add the freight onto the cost of producing these pesticides, they can do it cheaper in their countries, for the most part. So they manufacture.
The maior industrial countries in Western Europe are heavy ex­porters—France, Switzerland, the Netherlands, Great Britain, and Germany.
Mr. Drixan. One last question: When will all the backup material from the GAO study be available ?
Mr. Eschwege. We hope to have our report to the Congress this fall, but I think it will be late this fall.
Mr. Drtxax. Thank you very much.
Mr. Rosenthal. Thank you both very, very much.
The subcommittee stands adjourned until 10 o’clock tomorrow morning.
[Whereupon, at 11:45 a.m., the subcommittee adjourned, to recon­vene at 10 a.m., Wednesday, July 12,1978.]
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H ouse of R epresen ta tiv es ,
C om m erce , C o n su m er , 

and  M onetary  A ffa irs  S ub c o m m ittee  
of t h e  C o m m itt ee  on  G ov ern m en t  O per a tio n s ,

Washington, D.C.
The subcommittee met, pursuant to recess, at 10:05 a.m., in room 

2247, Rayburn House Office Building, Hon. Benjamin S. Rosenthal 
(chairman of the subcommittee) presiding.

Present: Representatives Benjamin S. Rosenthal, Robert F. Drinan, 
Elliott H. Levitas, and Garry Brown.

Also present: Jean S. Perwin, counsel; Doris Faye Taylor, clerk; 
and Henry C. Ruempler, minority professional staff, Committee on 
Government Operations.

Mr. R o s e n t h a l . The subcommittee will be in order.
Our first witness this morning is Donald Kennedy, Commissioner 

for the Food and Drug Administration.
We are very pleased to have you with us.
We know that you have a prepared statement, and we would be 

pleased to hear it.

STATEMENT OF DR. DONALD KENNEDY, COMMISSIONER, FOOD AND
DRUG ADMINISTRATION, PUBLIC HEALTH SERVICE, DEPART­
MENT OF HEALTH, EDUCATION, AND WELFARE; ACCOMPANIED
BY JOHN JENNINGS, M.D., OFFICE OF THE COMMISSIONER; AND
RICHARD M. COOPER, CHIEF COUNSEL

Dr. K e n n e d y . Thank you, Mr. Chairman.
The main question being examined at these hearings is whether the 

U.S. Government should allow the export of useful but potentially 
hazardous substances not approved for marketing in this country. It 
is one that evokes strong views on both sides.

On the one hand, there is concern that current export policy for 
some products results in the “dumping” of inferior or even dangerous 
substances in countries poorly equipped to evaluate the potential risks 
involved.
/ t i n  the other hand, it is claimed that export restrictions deprive 
citizens of foreign countries the benefits of important products that, 
for often rather special reasons, have been deemed unsuitable for use 
by U.S. citizens. — J

(91)
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Like other Federal agencies that regulate chemicals, the Food and 
Drug Administration sometimes finds itself at the center of contro­
versy between representatives of these divergent, but equally legiti­
mate, positions.

Over the years, through participation in a number of debates on 
this issue, we have reexamined the export provisions of our laws to 
determine if changes were in order.

For example, recently as part of an overall revision of our drug 
laws, we submitted to Congress significant amendments to the current 
export provisions regarding drugs.

Because of the importance of this change, I would like to discuss 
it here in some detail, with your permission, including the ways in 
which it would modify current law and why we believe it is necessary.

Then I will turn briefly to export rules for other FDA regulated 
products.

Under current law, a new drug may not be exported for commer­
cial use unless it is approved for marketing domestically and complies 
with all the requirements of title V of the Federal Food, Drug and 
Cosmetic Act and the drug’s new drug application.

An unapproved new drug may be exported only under an investi­
gational new drug protocol approved by the Food and Drug Adminis­
tration. That investigational study must comply with all the condi­
tions and requirements that attend a clinical study conducted in this 
country.

ait certain categories of drugs that are not classified as new
drugs—like antibiotics, insulin, and pre-1938, or grandfather, drugs— 
may be exported without anv prior notice to the Food and Drug 
Administration, even when these products may be adulterated or 
misbranded under domestic standards. These drugs must simply com­

ply  with the specifications of the foreign purchaser and the laws of 
,the importing countries and be labeled for export only.

Our proposed new law—the Drug Regulation Reform Act of 1978— 
would revise the current export rules applicable to drugs. Under the 
act, two standards for export would apply to all drugs.

Approved drugs in compliance with domestic requirements could 
be freely exported. Unapproved drugs or approved drugs not in com­
pliance with domestic requirements could be exported only after an 
export permit had been approved by the Secretary.

An export permit would be granted only when the exporter of an 
unapproved or noncomplying drug demonstrates that the importing 
government has assented to its importation after being informed of 
its legal status here and the basis for it.

The scientific and medical data concerning the drug’s unapproved 
status would be made available to the importing government to assure 
an informed decision. The Secretary would have authority to deny 
an export permit where such export would be contrary to public 
health.

Currently, we provide information on the safety and efficacy of 
many drugs to the World Health Organization and to individual 
foreign countries.

For example, when a drug is withdrawn from the market for rea­
sons of safety, we notify the World Health Organization and all those 
countries which have requested to receive information of this kind.
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The World Health Organization, in turn, issues special bulletins to 
all its member governments.

Because we have limited authority and resources to provide tech­
nical assistance of this kind to foreign countries, we have included 
a provision in the Reform Act authorizing the Secretary to provide 
assistance to foreign governments that lack the resources to evaluate 
the medical and scientific information about a drag.

The Food and Drug Administration would expand its exchange 
of drug information with foreign health officials and international 
organizations, such as the World Health Organization, and would 
provide training for representatives of foreign government where 
it is needed.

We envision that training sessions would be held either in the for­
eign country or in the United States, as necessary.

This technical assistance would not only provide the foreign gov­
ernment with an informed decision as to the importation of a given 
noncomplying or unapproved drag but would also enhance the overall 
scientific and technical capabilities of those foreign governments 
which need such assistance.

In sum, our proposed change in the law would provide greater 
protection against the export of some drug products, such as adulter­
ated and misbranded 'antibiotics, insulin, and pre-1938 drags.

At the same time, it would make more drag products available to 
foreign countries that are needed in those countries.

This is essentially the same policy that Congress adopted in 1976 
when it considered the export policy for medical devices in the medi­
cal device amendments.

A drag or device deemed unsuitable for distribution and use in the 
United States may nevertheless make substantial contributions to 
the health needs of another country.

In our view, the relative safety and efficacy of a drag or medical 
device is a composite judgment which must be made by each country 
based upon many factors, such as the status of the health care system 
in that country, patient compliance with dosage regimens, alternative 
therapies that may be available, and other health-related and social 
characteristics of that nation's population.

A number of diseases prevalent through the world—especially in 
the tropics where most of the developing nations are found—are rare 
or nonexistent in this country. A drug that is useful against such a 
disease may never receive adequate testing in this country to warrant 
its approval here.

Again, under the existing law, such a drug could not be exported 
from the United States for general use in other countries of the 
world—even if it had received approval in these other nations. 
Neither could a qualified drug company in this country contract to 
produce a drug for a foreign country.

Our recent decision not to approve the drag Depo Provera for use 
as an injectable contraceptive was a benefit/risk determination made 
in terms of the U.S. population for whom the drug was intended.

In announcing our decision. I made it clear that the drag, which 
is approved for use as a contraceptive in nearly 70 nations, may well 
have favorable benefit/risk ratios in those other countries.

32-427 0  -  78 - 7
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Animal studies have demonstrated that the drug may pose serious 
potential risks in long-term usage.

The availability in this country of many safe and effective alter­
native methods of contraception 'and sterilization precludes the need 
in the United States for a long-term, potentially high-risk injectable 
contraceptive.

However, in nations with serious overpopulation and related health 
problems, these potential risks could very well be acceptable when 
weighed against the potential benefits of the use of Depo Provera as 
one element in a comprehensive family planning program. *

We are writing a letter to the foreign governments involved and 
the international health organizations to explain that our decision 
was made solely in terms of the U.S. population.

I would like to provide a copy of this letter for the record.
[The letter referred to follows:]
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DEPARTMENT OF HEALTH. EDUCATION, AND WELFARE 
P U B L IC  H E A L T H  S E R V IC E  

F O O D  A N D  D R U G  A D M IN IS T R A T IO N  
R O C K V IL L E . M A R Y L A N D  20852

M onsieur le  M in is tre  de l a  Sante
de l a  R epublique p o p u la ire  d ’Angola
Luanda,
ANGOLA

Gentlem en:

On March 7 , 1978 th e  U nited  S ta te s  Food and Drug A d m in is tra tio n  
(FDA) n o t i f i e d  th e  Upjohn Company th a t  ap p ro v al had been den ied  
to  m arket D epo-Provera (m edroxyprogesterone a c e ta te )  S t e r i l e  
Aqueous S usp en sio n , 150 m il l ig ra m s , fo r  use  as an in tra m u sc u la r  
c o n tr a c e p t iv e  fo r  women in  th e  U nited  S t a te s .  The d e c is io n  was 
based  on th e  grounds th a t  th e  b e n e f i t s  of D epo-Provera f o r  con­
t r a c e p t io n  in  th e  U n ited  S ta te s  do no t j u s t i f y  th e  p o t e n t i a l  r i s k s  to  th e  u s e r .

For th e  in fo rm a tio n  of World H ea lth  O rg a n iz a tio n  members, and a l l  
o th e r  in te r e s te d  p a r t i e s ,  th e  c o n s id e ra tio n s  on which FDA made th i s  d e c is io n  a re  as fo llo w s:

1. S a fe ty  q u e s tio n s  r a is e d  by s tu d ie s  in  b eag le  dogs showing 
an in c re a se d  in c id e n c e  of mammary tumors a s s o c ia te d  w ith  
th e  drug have no t been re so lv e d . Benign tumors in  th e  
dogs occurred  a t  th e  human dose (on a mg/kg b a s i s ) ,  and 
ben ign  and m alig n an t tumors occu rred  a t  25 tim es th e  human 
dose over a p e rio d  of th re e  y e a rs .  No in te rm e d ia te  doses 
were s tu d ie d . Although th e  tumors a t  th e  human dose le v e l  
were benign th e re  were too  few an im als to  a s c e r ta in  the  
p ro p e n s ity  fo r  m alignancy a t  doses low er than  25 tim es the  
human dose . Of th e  4 dogs s tu d ie d  a t  t h i s  dose le v e l  only  
2 su rv iv ed  fo r  as long as 5 y e a rs .

The U. S. m an u fac tu re r  of D epo-Provera c la im s th a t  th e re  
does no t appear to  be an in c re a se d  in c id e n c e  of mammary tumors 
in  women exposed to  D epo-P rovera, b u t s tu d ie s  have been in ­
ad eq u a te  to  make such a c laim  w ith  any d egree  of co n fid e n ce .
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2 . The a v a i l a b i l i t y  in  t h i s  co u n try  of many s a fe  and e f f e c t iv e  
a l t e r n a t iv e  methods of c o n tra c e p tio n  and s t e r i l i z a t i o n  le s se n s  
th e  need fo r  a lo n g -te rm , p o t e n t i a l  h ig h - r i s k  i n je c ta b le  
c o n tr a c e p t iv e .  No c le a r  ev id en ce  has been su b m itted  to  show 
th a t  a s ig n i f i c a n t  p a t i e n t  p o p u la tio n  in  need of th e  drug 
e x is t s  in  th e  U n ited  S t a te s .  S ince  O ctober 1974, when FDA 
sta y ed  th e  o rd e r  p ro v id in g  f o r  p a t i e n t  la b e l in g  f o r  Depo- 
P ro v e ra  f o r  c o n tra c e p tio n , to  th e  p re s e n t  tim e , th e re  has 
been no c le a r  demand from th e  m ed ical community f o r  Depo- 
P ro v e ra  f o r  c o n tra c e p tiv e  u se .

3. I r r e g u la r  b leed in g  d is tu rb a n c e s  caused by th e  drug 
o f te n  r e s u l t  in  th e  a d m in is t r a t io n  of e s tro g e n , 
im posing an added r i s k  f a c to r  and d e c re a s in g  th e  
b e n e f i ts  of a p ro g esto g en -o n ly  c o n tr a c e p t iv e .  Although 
th e  u s e fu ln e s s  of t h i s  approach h as been d e b a ted , e s tro g e n  
supplem ent fo r  th e  c o n tr o l  of b lee d in g  h as been re p o rte d
in  numerous s tu d ie s ,  i . e . , P o w ell, L .C .,  and Seymour, R . J . ,
Am. J .  O b s te t .  G ynecol. 110 :36 , 1971 H arn eck er, J .  e t  a l . , 
P ro ceed in g s of th e  S ix th  World C ongress on F e r t i l i t y  and
S t e r i l i t y ,  T e l Aviv, 1968, p . 27; and E l-H abashy , M .A., 
M ish e ll,  D.R. and Moyer, D .L ., O b s te t .  G ynecol. 35 :51 ,
1970. The use  of e s tro g e n s  in  c a se s  where th e re  a re  sev e re  
b leed in g  d is o rd e rs  a ls o  has been re p o rte d  by Dr. Edwin B. 
McDaniel in  th e  McCormick H o s p ita l  program a t  Chiang Mai, 
T h a ilan d .

4 . Exposure o f th e  f e tu s  to  m edroxyprogesterone , i f  th e  drug 
f a i l s  and pregnancy o c cu rs , poses a r i s k  of c o n g e n ita l  mal­
fo rm a tio n s . T h is r i s k  i s  enhanced by th e  p ro longed  a c t io n  
of th e  d ru g .

We w ish  to  emphasize th a t  th e  b e n e f i t - r i s k  judgment made f o r  th e  U nited  
S ta te s  i s  no t n e c e s s a r i ly  a p p ro p r ia te  fo r  o th e r  c o u n t r i e s , and th e  
FDA's f a i l u r e  to  approve a drug does no t n e c e s s a r i ly  s ig n i f y  th a t  i t  
i s  u n sa fe  fo r  c o n tra c e p tiv e  use in  o th e r  c o u n tr ie s .  The b a lan c in g  of 
r i s k s  and b e n e f i ts  in  d ec id in g  on a p r o d u c t 's  a p p ro p ria te n e s s  should  
be u n d e rtak en  by each n a tio n  in  l i g h t  of i t s  own c ircu m stan ces  and 
n e ed s . We reco g n ize  th a t  th e  b e n e f i t - r i s k  c o n s id e ra tio n s  may not be 
th e  same in  o th e r  c o u n tr ie s  of th e  w orld  a s  they  a re  in  th e  U n ited  S ta te s  
N a tio n s  w ith  a h ig h e r  b i r th  r a t e ,  low er p h y s ic ia n - to - p a t ie n t  r a t i o ,  
and l e s s  r e a d i ly  a v a i la b le  o r  a c c e p ta b le  a l t e r n a t iv e  c o n tra c e p tiv e  
m ethods, would of cou rse  have d i f f e r e n t  b e n e f i t - r i s k  c o n s id e ra tio n s .
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The A d m in is tra tio n  r e c e n t ly  su b m itted  to  Congress m ajor new drug 
l e g i s l a t i o n  th a t  w ould, among o th e r  th in g s ,  change th e  c u r re n t  law 
govern ing  th e  ex p o rt o f drugs from th e  U .S. Under th e  proposed 
A c t, a drug unapproved f o r  use in  t h i s  c o u n try  cou ld  be ex p o rted  pro­
v ided  th a t  th e  drug m eets th e  s p e c i f i c a t io n  of th e  fo re ig n  p u rc h a se r , 
and th a t  th e  Government of th e  co u n try  of d e s t in a t io n  has approved 
th e  im p o r ta tio n  and d i s t r i b u t i o n  of th e  d ru g . T h is  i s  e s s e n t i a l ly  
th e  p o lic y  th e  Congress adopted  in  1976 when i t  c o n s id e re d  th e  e x p o rt 
p o lic y  f o r  m edical d e v ic e s  in  th e  M edical D evice Amendments.

The proposed drug l e g i s l a t i o n  a ls o  p ro v id es  f o r  a s s i s ta n c e  to  
fo re ig n  governm ents la c k in g  th e  te c h n ic a l  re so u rc e s  to  e v a lu a te  
th e  s a f e ty  and e f f ic a c y  of a drug o ffe re d  to  i t .  The b i l l  a u th o r iz e s  
th e  exchange of drug in fo rm a tio n  in  our p o sse s s io n  w ith  fo re ig n  h e a l th  
o f f i c i a l s  and in te r n a t io n a l  o rg a n iz a t io n s  such a s  th e  World H ealth  
O rg a n iz a tio n . The c u r re n t  la w 's  e x p o rt p r o h ib i t io n s  deny p o te n t i a l  
b e n e f i ts  to  bo th  th e  h e a l th  and s c i e n t i f i c  c a p a b i l i t i e s  of fo re ig n  
n a t io n s .

Even w ith o u t th e  proposed new a u th o r i t i e s ,  we a re  i n  a p o s i t io n  to  
p ro v id e  a s s i s ta n c e  to  fo re ig n  governm ents in  h e lp in g  them to  make 
d e c is io n s  about d ru g s . In  th e  case  of D epo-P rovera, f o r  exam ple, we 
r e c e n t ly  met w ith  a r e p re s e n ta t iv e  of th e  World H e a lth  O rg a n iz a tio n  
and o ffe re d  to  p ro v id e  summaries of our e v a lu a t io n s  of th e  s a f e ty  and 
e f f ic a c y  d a ta  of t h i s  d rug , t r a n s c r i p t s  of a d v iso ry  com m ittee m eetings 
d u rin g  which b e n e f i t / r i s k  c o n s id e ra tio n s  were w eighed, and o th e r  d a ta  
t h a t  m ight a s s i s t  fo re ig n  c o u n tr ie s  i n  d e c id in g  w hether to  im port i t .  
To th e  e x te n t  we a re  a b le ,  we w i l l  co n tin u e  to  c o o p era te  w ith  the 
World H e a lth  O rg a n iz a tio n  and o th e r  a p p ro p r ia te  o rg a n iz a t io n s  by 
p ro v id in g  d a ta  on t h i s  o r  any o th e r  drug o r d ev ice  being  co n sid e re d  
f o r  use  in  o th e r  n a t io n s .

S in c e re ly  y o u rs ,

Donald Kennedy
Commissioner of Food and Drugs
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Mail L ist for Depo-Provera

M onsieur le  M in is tre  de la  Sante 
de la  R epublique p o p u la ire  d 'Angola 
Luanda, ANGOLA

J e f e ,  R elaciones S a n i ta r ia  I n t e r -  
n a c io n a le s
R e lacio n es S a n i ta r ia s  In te rn a c io n a le s  
Defensa 120 -  4 P iso 
Buenos A ire s , ARGENTINA

The M in is te r  of H ealth  
M in is try  of H ealth  
P. 0 . Box 42 o r 12 
Manama, BAHRAIN

The Permanent S e c re ta ry  
M in is try  of H ealth  and 

S o c ia l W elfare 
Bridgetow n, BARBADOS

Mr. Benjamin J .  Z. Huyghe 
In sp e c te u r  G eneral de la  Pharm acie 

au M in is te re  de la  Sante Publique 
Q u a r tie r  V esale
20, rue Montagen de l 'O r a to i r e  
BELGIUM

Camara N acional de Comercia 
Ave. Camacho #1485 
E d if .  La Urbana, 3 e r P iso  
La, Paz, BOLIVA

The M in is te r  of H ealth  of the 
S o c ia l i s t  Republic of the  Union of 
Burma
Rangoon, BURMA

D irecc io n  G eneral del S e rv ic io  
N a tio n a l de Salud,

Seccion Farm acia 
San tiago  CHILE

D iv isio n  de R e g is tro  y 
C ontro l de Medicamentos 
M in is te r io  de Salud P u b lica  
C a lle  16 no. 7-39 -  3er p iso  
Bag a .a , COMOMBIA
Bogota, COLOMBIA
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Senor D ir e c to r  G e n e ra l de S alud  
D ir e c c io n  G n era l de S alu d  
San J o s e ,
COSTA RICA

The M in is te r  of H e a lth  
Governm ent of Cyprus 
N ic o s ia
CYPRUS

S u n d h e d s s ty re ls e n s  f a rm a c e u tis k e
L a b o ra to r iu m
F re d e r ik s s u n d s v e j  378
2700 B ronsho j
DENMARK

D ire c c io n  de D rogas y F arm ac ia s  
S e c r e t a r i a  de E sta d o  de S a lu d  y 
A s is te n c ia  S o c ia l
S an to  Domingo 
DOMINICAN REPUBLIC

P re s id e n te
C onsejo  S u p e r io r  de S alu d  P u b l ic a  
San S a lv a d o r  
EL SALVADOR

The M in is te r  of P u b l ic  H e a lth  
M in is t ry  o f P u b l ic  H e a lth  
A ddis Ababa
ETHIOPIA

The D i r e c to r  o f M ed ical S e rv ic e s  
M in is t ry  o f H e a lth  
P . 0 . Box M. 44 
A c c ra ,
GHANA

D ire c c io n  G n e ra l de S e r v ic io  de 
Salud

9 a . A venida 1 4 -6 5 , Zona 1, 
G uatem ala GUATEMALA C.A.

The C h ie f  M ed ical O f f ic e r  
Through th e  P erm anen t S e c re ta ry  
M in is t ry  of H e a lth
P . 0 . Box 157 
G eorgetow n, GUYANA
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M onsieur le  D ire c te u r  g en era l du 
Departem ent de la  Sante publique 
P o r t-a u -P r in c e
HAITI

D ire c to r  in  C hief of P u b lic  H ealth  
(Drugs)
S ta a ts to e z ic h t  op de Volksgezondheid 
D okter R e i j e r s s t r a a t  10 
Leidschendam 2131 
NETHERLANDS

P e te r  Lam
C hief P h a rm ac is t 's  O ffice  
Government S upp lies Compound 
O il S t r e e t ,  North P o in t 
HONG KONG

M in is try  of H ealth
Baghdad
IRAQ

The Permanent S e c re ta ry  
M in is try  of H ealth  and Environ­

m ental C on tro l
P . 0 . Box 478 
K ingston , JAMAICA

The M in is te r  of H ealth  
M in is try  of H ealth  
P. 0 . Box 86 
Amman
JORDAN

The Permanent S e c re ta ry  
M in is try  of H ealth  
P. 0. Box 30016 
N airob i
KENYA

D ire c to r
Bureau of P h arm aceu tica l A f fa ir s  
M in is try  of H ealth  and S o c ia l A ffa irs  
Seoul
REPUBLIC OF KOREA
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The M in is te r  of P u b lic  H ealth  
M in is try  of P u b lic  H ealth  
P . 0 . Box 5
KUWAIT

M onsieur le  M in is tre  de la  Sante 
publique

M in is te re  de la  Sante publique 
B e iru t ,  LEBANON

The D ire c to r  G eneral 
N a tio n a l P u b lic  H ealth  S e rv ice s 
P . 0 . Box 130
Monrovia, LIBERIA

The S e c re ta ry  of H ealth  
S e c r e ta r i a t  fo r  H ealth  
T r ip o l i ,
LIBYAN ARAB JAMAHIRIYA

S erv ice  commun Benelux d 'E n r e g is t r e -
ment des Medicaments
39 rue  de la  Regence
1000 B ru sse ls
BELGIUM

The P r in c ip a l  S e c re ta ry  
M in is try  -of H ealth  
C a p ita l  C ity  
P. 0 . Box 30377 
Lilongw e, MALAWI

The S e c re ta ry  G eneral 
M in is try  of H ealth  
Kuala Lumpur 
MALAYSIA

The M in is te r  of H ealth  
M in is try  of H ealth  
P o r t  Louis 
MAURITIUS

D irecc io n  G eneral de C on tro l 
de Alim entos

• Bebidas y Medicamentos
Ave. C hapultepee 284 
MEXICO, D.F.
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Dr. Rahhal R ahhali 
M in is te re  de la  Sante 
R abat, MOROCCO

The D ire c to r-G e n e ra l of H ealth  
D iv is io n  of H ealth  
M acarthy T ru st B uild ing 
Lambton Quay 
W ellin g to n , NEW ZEALAND

Senor M is is tro  de Salud P u b lica  
M in is te r io  de Salud P u b lica  
Managua, D .N ., NICARAGUA

The F ed era l M in is try  of H ealth  
Broad S t r e e t  
L agos,
NIGERIA

Mr. Odd H o \d a h l
The He'alth S e rv ice s of Norway
Royal Norwegian M in is try  of S o c ia l A f fa ir s
Drammensv 60
O slo , D ep., NORWAY

Drugs C o n tro lle r
M in is try  of H ealth  & S o c ia l W elfare 
P a k is ta n  S e c r e ta r i a t  Block "C" 
Islam abad
PAKISTAN

Departamento de Farm acia 
Drogas y Alimentos 
M in is te r io  de Salud 
Apartado 2048 
Panama,5, PANAMA

Mrs. L. M. P esig an ,
A d m in is tra to r
Department of H ealth
Food and Drug A d m in is tra tio n
M anila, THE PHILIPPINES
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D ire c tio n  g en era le  de la  Sante 
Alameda D. Afonso H enriques No. 34-1 
L isboa 2
PORTUGAL

M edial O ff ic e r  of H ealth  
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Dr. Kennedy. The subcommittee may be aware of a recent Wash­
ington Post editorial on Depo Provera.

The editorial states, in part, tha t:
We do not believe on principle that drugs barred from certain uses in this 

country should necessarily be barred from export for foreign countries if the 
transactions follow guidelines proposed in the Carter administration’s drug regulation bill now before Congress.

This editorial manages to express, for a change, almost exactly our 
views on this particular subject.

[The editorial referred to follows:]
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Food And Drug Administration Press Office

Bai^CIipptnaStrbia

W np axXj&SQ

The Depo Provera Question < J
2 HOULD> THE United States permit American for not exporting something the government consid- 

’ drug companies to Sell to foreign governments ers too risky for Americans to use. (

of cancer. Hut last month the Food and Drug Admin- big “if”: They should not be barred from export if the 
istration banned its use here as a contraceptive, after, transactions follow guidelines proposed in the Carter 4 
finding in  a four-year study that it may cause other administration’s drug-regulation bin now before Con- ■ 
types of cancer, irregular uterine bleeding and possi- gress. These would require foreign governments to cer- 
ble birth defects. Federal regulations bar export of Ufy their request for the drugs; and American produc-
any drug not approvedfor use at home.

Some underdeveloped nations nonetheless wish to
buy the drug direct from' its American manufacturer. 
It's cheap and, because it needs to be injected only 
once every 90 days, it’s attractive to countries where

ers and sellers to disclose the results of all testing of 
that drug. In addition, the secretary of health, educa­
tion and welfare could veto any sale determined not to 
be in the American public interest

Those guidelines; In our view, would guard against 
illiteracy and a  shortage of medical personnel inhibit blatantly fraudulent deals while allowing foreign 
the use of other types of contraceptives. Officials of countries to'acquire—at their own risk, well known 
those countries resent the American ban, viewing i t  to them in advance—the drugs they feel they need to 
as a  vote of no confidence in their ability to judge deal with what they perceive to be urgent social and 
what’s best for thent They criticize the United States medical problems.

-; t-.<r

J

-THE WASHINGTON POST- 
Saturday, July 1,1979

HFI-40 •  443-3285
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Dr. Kennedy. A clear parallel is to be found in another area of FDA’s jurisdiction.
In South America, there is a need for earlier generation, manually collumated X-ray machines no longer approved for use in the United States.
In this country, X-ray devices that automatically collumate or shrink the size1 of an X-ray field are preferred to devices that can only do that same thing manually. We have found that poor operation of the manual machines by U.S. technicians has frequently resulted in unnecessary overexposures.
The manually collumated machines are still used successfully in some European and Asian countries without causing unnecessary exposure to patients. The manual machines are needed in most South American countries, because these countries do not have the equipment or the skilled engineering technicians to maintain the automated col­lumated equipment.
The Pan American Health Organization recognizes this problem and fully supports the use of the manual equipment in South American countries.
Obviously, for these countries, the benefits of having X-ray equip­ment available for use outweigh the potential risks of unnecessary exposure from manual operation.
Incidentally, such nations may be able to minimize those risks better by having radiologists or other better trained people doing a larger proportion of the exposures.
1 on also asked, Mr. Chairman, that I discuss FDA’s policy regard­ing the export of foods, food and color additives, cosmetics, and medical devices that have been banned or that do not meet health or safety standards.

/  In general, the law states that products within these categories intended for export are not considered adulterated or misbranded if they are: (1) In accord with the specifications of the foreign pur­chasers; (2) if they are not in conflict with the laws of the country to which they are intended to be exported; (3) if they are labeled on the outside of the shipping package that they are intended for i export; and (4) if they are not sold or offered for sale in the United IStates.
or medical devices, additional criteria have to be met.

Devices that require performance standards or premarket approval must meet all the same requirements specified in the law for domes­tically marketed products before they can be exported.
The law provides that devices banned in the United States may be exported, but only if the Secretary has determined that the exporta­tion of the device is not contrary to public health and safety and meets the approval of the country to which it is being shipped.
It is the responsibility of the exporting firm to inform the FDA of export shipments and to obtain a determination from the agency that a banned device, or one that does not comply with either standard or pre- market approval requirements, is nevertheless suitable for export.Foods, food and color additives, and cosmetics may l)e exported if they meet the four criteria that I listed a moment ago.
Although we don’t have authority to prevent the exportation of articles that meet these requirements, we do attempt to inform the
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appropriate authorities in the destination country if we have any 
reason to believe that the article may be harmful.

Exporters of these articles are not required by law to obtain our 
prior permission before making an export shipment, any more than 
domestic shippers of these articles are required to do so before making 
shipments in interestate commerce.

Consequently, the export shipment may be outside our jurisdiction 
before we learn of it.

Other problems may arise from difficulties in obtaining an official 
ruling from the appropriate officials of the destination country about 
whether the shipment complies with their laws or of ascertaining 
whether the shipment accords with the specifications of the foreign 
purchaser.

Some foreign countries have minimized these difficulties by means 
of a requirement similar to that of section 801 (a) (2) of our act, which 
reads:

If such article is forbidden or restricted for sale in the country in which it was 
produced or from which it was exported, then such article shall be refused ad­
mission.

As in the case of drugs and devices, current export policy for foods 
I and food and color additives can be beneficial to foreign countries.

There are obvious advantages, for example, for countries with an 
insufficient supply of certain foods to import, products that despite 
a failure to meet stringent U.S. standards may nevertheless be safe for 

vconsumption and much desired in those countries.
On the other hand, the export provisions covering these product 

categories provide for fewer safeguards than those for drugs and 
deyic.es to prevent the export of potentially hazardous substances.

As Esther Peterson reported to you yesterday, Mr. Chairman, the 
administration is currently conducting a review of the export policies 
that govern all potentially hazardous products, including those regu­
lated by the FDA.

We are actively participating in this review and are carefully re­
examining our policies to determine whether any additional changes 
should be recommended to Congress at this time.

As you may know, last year the FDA joined with the three other 
Federal regulatory agencies that regulate hazardous substances—the 
Environmental Protection Agency, the Occupational Safety and 
Health Administration, and the Consumer Product Safety Commis­
sion—to form the Interagency Regulatory Liaison Group—IRLG.

One of the main purposes of the IRLG is to bring about greater co­
ordination and cooperation on policy matters.

Within the framework of the administration study, we will work 
closely with the other IRLG agencies to assure that any changes 
recommended will result in maximum possible uniformity in the ex­
port policies of our laws and regulations.

I might just add that my own general view of the matter, for what 
it is worth, is that we ought to be aiming at a general principle here 
that recognizes the differences, and the location specificity, of risk/ 
benefit determinations about drugs and other kinds of risky, but 
useful, technologies. The principle recognizes that those are decisions 
for particular nations to make and allows that kind of flexibility in 
export policy. But it also should build in very careful safeguards, so

32-427 0  -  78 - 8



that, the person responsible, whether it is the Secretary of the depart­
ment or the head of an agency, has an override available to him to use in 
the event of a negative judgment about the impact of that technology 
on the public health—either on the nation which is importing it or the 
citizens of the United States.

Thank you, Mr. Chairman. I  will be happy to answer any questions 
you may have.

Mr. Rosenthal. The problem, Commissioner, up to now in many re­
spects has been notice—the ability to adequately notify foreign gov­
ernments.

Yesterday testimony indicated, and the records that the subcom­
mittee has in its presence indicate, that many notifications never get 
past the embassy. They never reach foreign governments.

There is obviously an extraordinarily sloppy and inefficient and in­
adequate notification procedure.

Dr. K ennedy. I  think that is an important point, Mr. Chairman.
We are certainly prepared to concede tha t present notification 

mechanisms are totally lacking in the case of foods and probably are 
inadequate in the case of drugs and perhaps other product categories 
which I  know less about.

I  would not want to leave you with the impression, however, that 
we, in particular, rely entirely or even prim arily on State Department 
notification channels.

Mr. Rosenthal. Tell us what you did.
Dr. K ennedy. We notify the World Health Organization which 

notifies member governments. We also have a list of foreign govern­
ments with whom we communicate directly. They have indicated a 
desire to know about the nature of negative drug approval decisions 
in the United States.

Mr. Rosenthal. On the negative decision, do you have a firm, pre­
cise procedure where notification is made to foreign governments 
that have been purchasing or have been interested in purchasing the 
negatively approved or the negative decision drug?

Dr. K ennedy. I t  might not be as firm as you might wish, Mr. 
Chairman. We do notify the World Health Organization, and we do 
notify a list of nations which I  think we supplied you for the record 
earlier—or we will if we did not—of that decision.

We think that that net catches essentially the majority of poten­
tially importing nations, although we cannot guarantee that in any 
particular instance it catches everyone.

Mr. Rosenthal. I t  says on some of the material that we have put 
together that the Bureau of Drugs communicates to several foreign 
countries concerning new drug approval actions.

Then the list of the drugs that we have and the countries that we 
have are Germany, France, Switzerland, Japan, Canada, Sweden, 
Australia, the Philippines, Israel, and Egypt. W hat about the rest 
of the world ?

Dr. K ennedy. I  am not sure whether the list you have been given 
is an inclusive list of the nations that we would inform in the event 
of a withdrawal. That is the first response I  would make.

We can find that out and supply it for the record.
[The information referred to follows:]
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The list of nations that Chairman Rosenthal referred to at page 16, line 2, 
represents those nations that have expressed a desire to he directly informed 
of significant drug regulatory actions by FDA. This list does not represent the 
total number of nations that are notified at any given time concerning any given 
drug regulatory action. Where a drug that is in wide use internationally is the 
subject of a significant regulatory action, the FDA also notifies the World Health 
Organization (WHO). WHO then transmits this information to its member 
nations. WHO currently comprises 151 member nations. The FDA also routinely 
notifies the State Department to notify United States embassies around the 
world concerning significant regulatory actions.

Dr. Kennedy. Second, we would also inform the World Health Or­
ganization, which does have a mechanism for informing other 
countries.

Mr. Rosenthal. How do you know that ?
Dr. Kennedy. They tell us.
Mr. Rosenthal. Here is the point I am trying to get at. Let me 

see if I  can develop a hypothetical situation.
Suppose there was an adverse decision made about a drug. Let’s as­

sume for the sake of discussion that consumption of this drug was 
potentially dangerous, unhealthy, and hazardous.

Do you feel you have met your responsibility to society by notifying 
the World Health Organization? Do you have any additional 
responsibilities?

Dr. Kennedy. I think we have a responsibility to make as sure as 
we can that the information gets to every government that is a sig­
nificant importer of that drug.

Mr. Rosenthal. Let’s stop there. How do you do that ?
Dr. Kennedy. I think we would want to do it by inquiring more 

fully about the distribution that the World Health Organization makes 
of that.

Mr. Rosenthal. Have you ever done that ?
Dr. Kennedy. I have not personally done it in preparation for this 

hearing, Mr. Chairman, but I will be delighted to do so and supply 
it for the record.

Dr. John Jennings who is with me is Director of our Office of Inter­
national Affairs. If you would permit, he might be able to expand.

Mr. Rosenthal. What we would like for the record is an example 
of a decision that was adverse. What happened and what was the 
scenario, what the chronology was and how far you followed the giv­
ing of that information to foreign governments.

[Seep. 113.]
Mr. Rosenthal. Can anybody do that in any particular case?
Do you have any “Return Receipt Requested” or anything like that?
Dr. J ennings. Mr. Chairman, I might just expand a little on what 

the World Health Organization does.
There are currently 151 member nations in the World Health 

Organization.
For about 15 years, to my knowledge, we have been providing them 

with specific information regarding adverse actions on drugs.
Mr. Rosenthal. In every single case.
Dr. J ennings. Just about.
Mr. Rosenthal. What do you mean ?
Dr. J ennings. Because it is run by human beings, and I am sure 

that once in awhile something doesn’t get reported.
Mr. Rosenthal. How is that possible ?
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How many adverse decisions do you make a year ?
Dr. J ennings. Not many.
Mr. Rosenthal. Ten, twenty, thirty ?
Dr. J ennings. Probably fewer than that of the kind I think you are interested in.
Mr. Rosenthal. And you are not sure that of the 20—you can’t send out communications on 20 decisions ?
Dr. Kennedy. Mr. Chairman, I think that all Dr. Jennings is trying to do is to indicate to you that we are not prepared to certify that in all of recorded history no human error has been made in this system.The system is one that is a routine procedure in the agency, and we are prepared to say that it works.
Mr. Rosenthal. Dr. Kennedy, honestly I  don’t need an interpreter. I understand what he was saying.
Very respectfully, what you have just told me is rhetoric.
I know that human beings run agencies, and I know there is human error. I  also know that for about 50 cents you buy a book and you keep track of the decisions and you keep track of the notifications.Does anybody in the FDA have a book in which there is a compila­tion of the decisions and the notifications ?
Dr. J ennings. I don’t know the exact statistics, but I would esti­mate that there were probably about 100 notifications over the past 12 years or so by the World Health Organization.
I would estimate that probably two-thirds of those originated with the U.S. Food and Drug Administration.
Mr. Rosenthal. I appreciate that. I merely want to know-----Dr. J ennings. We can get that information for you, specifically, as to particular actions that were taken.
I  can also tell you that in certain instances—and I can cite an ex­ample which is several years old—we felt there was a particular need to go beyond this. We went, say, to the State Department and used the embassies to make sure-----
Mr. Rosenthal. What happened? Did you follow it up? Did you get any return receipt or any confirmation that the message had been delivered ?
Dr. J ennings. Yes. We didn’t get a return receipt for each capsule that had been distributed, but we had evidence that the practice to which we had taken objection ceased. And that happened to be the exportation of a drug that we felt was hazardous.
Mr. Rosenthal. Can you tell us the name of that drug ?
Dr. J ennings. Yes. It was chloramphenicol.
Mr. Rosenthal. Can you submit for the record copies of memoran­dums where you notified the State Department and where they sent you back a notification saying that they had notified these other countries ?
I would like to make sure that the process is working.
Dr. J ennings. I  think that we can provide documentation that the State Department was notified and took action; that is, they sent out telegrams to the appropriate embassies.
I will undertake to do that.
[The material referred to follows:]
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July 7 , 1971 

CS-40

WHO Drug Information 

Dr. John Jennings
Associate Conmissioner fo r Medical A ffa irs

Pursuant to resolution WHA16.36 of the Sixteenth World Health 
Assembly on C lin ical and Pharmaceutical Evaluation of Drugs,
FDA canauaicated to WHO labeling requirements for chloramphenicol

On several occasions we discussed the importance of FDA clearly  
outlining Its  position to the world through the World Health 
Organization. This was prepared, cleared, and has now been 
transmitted to member countries. See Drug Information Sheet 
Jto. 95, attached.

K. E. Taylor, D.Y.M.
Director
Office of International A ffairs

Enclosure



W O R L D  H E A L T H  
ORG ANIZATIO N

1211 GENEVA 27 - SWITZERLAND 
T«b*r.: UNISANTE-Gomv*

ORGANISATION MONDIALS 
DE LA SANTS

1211 GENEVE 27 - SUISSE 
T«*«r.: UNISANT£-C«o. v«

In reply pUasc refer to:

Priere de rappeier 1* reference:

The Director-General of the World Health Organization presents his 
.ompllments and. pursuant to resolution WHM.6.J6 of the Sixteenth World 
" e a ^th Assembly on C lin ical and Pharmacological Evaluation of Drugs has 
'"** honour to transmit information or. drugs which he has received urde- 
,provision (2) of th a t resolution. ’ '*

l n f o n » t l o n  sheet No. 95. (The orig inal ocnrenication 
.rom wh-ch th .s  inxormation is  drawn is  retained in the archives of WHO 
fo r consu lta tion ;.

Geneva, 25 June 1971

ENCLS: As mentioned
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WORLD HEALTH ORGANISATION MONDIAL*
ORGANIZATION DR LA SANTF

CLINICAL AND PHARMACOLOGICAL DRUG INFORMATION No. 95
EVALUATION OP DRUGS 25 June 1971

Resolution WHA 16.36 ORIGINAL : ENGLISH

The Pood and Drug Administration of the United States of America has 
, communicated to the World Health Organization that labeling for oral ar.d

parenteral forms of chloramphenicol^ should contain - in te r  a lia  - the 
following:

INDICATIONS
Chloramphenicol must be used only in these serious infections for whlS" 

less potentially  dangerous drugs are ineffective or contraindicated. 
Chloramphenicol, however, may be chosen to i n i t i a t e  an tib io tic  therapy . 
on the c lin ica l impression that one of the conditions below is  believed to he 
present; in  v itro  sen sitiv ity  te s ts  should be performed concurrently sc that 
the drug may be discontinued as soon as possible i f  less po tentially  dangerous 
agents are indicated by such te s ts . The decision to c o n t  i  r. u e use of 
chloramphenicol ra ther than another an tib io tic  when both are suggested by in 
v itro  studies to be effective against a specific pathogen should be based upon 
severity 01' the infection, suscep tib ility  of the pathogen to the various 
antimicrobial drugs, efficacy of the various drugs ir. the infection and the 
important additional concepts summarised under "warning".

1. Acute infections caused by Salmonella Typhi: Chloramphenicol is  a
drug of choice. . I t  is  not recommended for the routine treatment of the typhoid 
"carrie r sta te " .

2. Serious infections caused by susceptible stra ins lr. accordance with the 
concepts expressed above:

a. Salmonella species
b. H. influenzae, specifically  meningeal infections
c. Ricketts-’a
d. Lymphogranuloma-psittacosis group

•  e. Various gram-negative bacteria causing bacteremia, meningitis, or
other serious gram-r.egative infections

chloramphenicol is  the International Nonpropriecary Name (INN), proposed by 
WHO for D-threo-2.2-dlchloro-N-/£-hydroxy-cf-(hydrox7methyl)7-o-nltro- 
phenethyiacetamide
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f .  O ther s u s c e p tib le  organism s which have Deen dem onstrated  to  he 
r e s i s t a n t  to  a l l  o th e r  a p p ro p ria te  a n tim ic ro b ia l agen ts
3 . C y stic  F ib ro s is  Regimens.

CONTRAINDICATIONS

Chloram phenicol i s  c o n tra in d ic a te d  in  in d iv id u a ls  w ith  a  h is to ry  o f 
p rev io u s  h y p e r s e n s i t iv i ty  a n d /o r to x ic  re a c t io n  to  i t .  I t  must n o t be used 
in  th e  tre a tm e n t o f  t r i v i a l  In fe c tio n s  o r  where i t  i s  n o t in d ic a te d , as in
c o ld s , in f lu e n z a , and In fe c tio n s  o f th e  th r o a t ,  o r  as a p ro p h y la c tic  agen t to  »
p rev en t b a c t e r ia l  In fe c tio n s .

WARNING

S erious and f a t a l  blood d y s c ra s ia s  ( a p la s t ic  anem ia, h y p o p la s tic  anemia, 
throm bocytopenia, and g ranu locy topen ia) a re  known to  occu r a f t e r  th e  
a d m in is tra tio n  o f  ch loram phenicol. In  a d d it io n , th e re  have been re p o r ts  o f 
a p la s t ic  anemia a t t r ib u te d  to  chloram phenicol which l a t e r  te rm in a ted  In  
leukem ia. Slood d y s c ra s ia s  have occured a f t e r  bo th  s h o r t  term  and prolonged 
th e ra p y  w ith  t h i s  d rug .

P re c a u tio n s : 1 . I t  i s  e s s e n t ia l  t h a t  adequate blood s tu d ie s  be made d u ring  
tre a tm e n t w ith  th e  d rug . The drug should  be d isco n tin u ed  upon appearance o f 
re tic u lo c y to p e n ia ,  leukopen ia , throm bocytopenia, anemia, o r  any o th e r  blood 
s tudy  fin d in g s  a t t r ib u ta b le  to  chloram phenicol; however, i t  should be noted 
th a t  such s tu d ie s  do no t exclude th e  p o s s ib le  l a t e r  appearance o f th e  i r r e v e r s ib le  
type o f  bone marrow d e p re ss io n .
2 . R epeated courses o f th e  drug should  be avoided i f  a t  a l l  p o s s ib le .
Treatm ent should no t be continued lo n g e r than  re q u ire d  to  produce a cure  w ith  
l i t t l e  o r  no r i s k  o f re la p se  o f  th e  d is e a s e .
5 . C oncurrent th e rap y  w ith  o th e r  drugs th a t  may cause bone marrow d e p ress io n  
should  be avoided.

4 . Successive blood le v e ls  may r e s u l t  from a d m in is tra tio n  o f the  recommended 
dose to  p a t ie n ts  w ith  im paired  l i v e r  o r  kidney fu n c tio n , in c lu d in g  th a t  due to  
Immature m etabolic p rocesses in  the  In f a n t .  The dosage should  be a d ju s te d  
acco rd in g ly  o r ,  p re fe ra b ly , the  blood c o n c e n tra tio n  should be determ ined a t  
a p p ro p ria te  in te r v a ls .
5 . There a re  no s tu d ie s  to  e s ta b l is h  th e  s a fe ty  o f t h i s  drug in  pregnancy.
6 . S ince chloram phenicol re a d ily  c ro sse s  th e  p la c e n ta l  b a r r i e r ,  c a u tio n  in  
use  o f th e  drug i s  p a r t ic u la r ly  im portan t d u ring  pregnancy, a t  term  o r  du ring  
la b o r  because o f p o te n t ia l  to x ic  e f f e c ts  or. th e  fe tu s  (gray  syndrome).
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7 . P recau tio n  should he used  in  th e ra p y  o f  prem ature and f u l l  term  

in fa n ts  to  avoid  "gray  syndrome" to x i c i t y  (See "Adverse R e a c tio n s " ) . Serun 

drug le v e ls  should he c a r e f u l ly  fo llow ed d u rin g  th e rap y  o f  th e  new-horn 

in f a n t .

3 . P recau tio n  should he used in  th e rap y  d u rin g  l a c t a t i o n  because o f  the  

p o s s ib i l i ty  o f to x ic  e f f e c ts  on th e  n u rs in g  in fa n t .

9 . The use  o f t h i s  a n t ib io t i c ,  as  w ith  o th e r  a n t ib io t i c s ,  may r e s u l t  in  an 

overgrow th o f n o n su sc e p tih le  organism s in c lu d in g  fu n g i. I f  in fe c t io n s  caused 

by n o n su sc e p tih le  organism s appear d u rin g  th e ra p y , a p p ro p ria te  m easures should 

be tak e n .

ADVERSE REACTIONS
.1. Blood d y s c ra s ia s :  The most s e r io u s  adverse  e f f e c t  o f  chloram phenicol 

i s  bone marrow d e p re ss io n . Serious and f a t a l  blood d y s c ra s ia s  ( a p la s t ic  

anemia, h y p o p la s tic  anemia, throm bocytopenia, and g ra nu locy topen ia) a re  known 

to  occur a f t e r  th e  a d m in is tra tio n  o f ch lo ram phenico l. •

An i r r e v e r s ib le  type o f marrow d e p re ss io n  le a d in g  to  a p la s t ic  anemia w ith  

a h ig h  r a te  o f  m o rta li ty  i s  c h a ra c te r iz e d  by th e  appearance weeks o r  months 

a f t e r  th e rap y  o f  bene marrow a p la s ia  o r  h y p o p la s ia . P e r ip h e ra lly ,  pancytopenii 

i s  most o f te n  observed, b u t in  a  3mall number o f  cases  on ly  one o r  two o f  the  

th re e  m ajor c e l l  types (e ry th ro c y te s ,  le u k o c y tes , p l a t e l e t s )  may be depressed..

A re v e r s ib le  type  o f bone marrow d e p re ss io n , which i s  dose re la te d ,  may occu r. 

This type  o f  marrow d e p re ss io n  i s  c h a ra c te r iz e d  by v a c u o liz a tio n  o f th e  e ry th re  

c e l l s ,  re d u c tio n  o f  re t ic u lo c y te s ,  and leukopen ia  and responds prom ptly to  th e  

w ithdraw al o f ch loram phenicol.

An ex ac t d e te rm in a tio n  o f  th e  r i s k  o f  se r io u s  and f a t a l  blood d y s c ra s ia s  

i s  n o t p o s s ib le  because o f la c k  o f  a c c u ra te  in fo rm atio n  re g a rd in g  (a) th e  s iz »  

o f th e  p o p u la tio n  a t  r i s k ,  (b) the  t o t a l  number o f d ru g -a s so c ia te d  d y s c ra s ia s ,  

and (c) th e  t o t a l  number o f nondrug a s s o c ia te d  d y s c ra s ia s .

In  a re p o r t  to  th e  C a l ifo rn ia  S ta te  Assembly by th e  C a l ifo rn ia , M edical 

.A ssociation  and th e  S ta te  Department o f  P ub lic  H ealth  in  January  1967, the  r i s k  

o f  f a t a l  a p la s t ic  anemia was e stim ated  a t  1 :24 ,200 to  1 :40 ,500 based on two- 

dosage l e v e l s .

There a re  re p o r ts  o f  a p la s t ic  anemia a t t r ib u te d  to  chloram phenicol which 

l a t e r  te rm in a ted  in  leukem ia.

Paroxysmal n o c tu rn a l hem oglobinuria has a lso  been re p o rte d .

2 . G a s tr o in te s t in a l  re a c t io n s :  Nausea, vom iting , g l o s s i t i s  and s to m a t i t i s ,  an

o n ru r in  low in c id e n ce .
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3 . N eurotoxic re a c t io n s :  Headache, m ild d e p re ss io n , m ental c o n fusion , and 
d e liriu m  have been d e sc rib ed  in  p a t ie n ts  re c e iv in g  ch lo ram phenico l. Optic 
and p e r ip h e ra l  n e u r i t i s  have beer, re p o rte d ; u s u a lly  fo llo w in g  long term  
th e ra p y . I f  t h i s  occu rs, th e  drug should be prom ptly w ithdrawn.
A. H y p e rse n s it iv ity  re a c t io n s :  Fever, m acular and v e s ic u la r  ra sh e s , 
angioedema, u r t i c a r i a ,  and anaphylax is  nay o ccu r. Herxheimer re a c t io n s  have 
occurred  d u rin g  th e ra p y  f o r  typho id  fe v e r .
5 . "Gray syndrome": Toxic re a c t io n s  in c lu d in g  f a t a l i t i e s  have occu rred  in  th e  
prem ature and newborn; th e  s ig n s  and symptoms a sso c ia te d  w ith  th e se  re a c t io n s  j 
have been r e fe r r e d  to  as th e  "gray  syndrome". One case  o f  "gray  syndrome" 
has been re p o rte d  in  an in fa n t  born to  a mother having  re c e iv ed  chloram phenicol 
d u rin g  la b o r .  One case  has been re p o rte d  in  a  J-m onth in f a n t .  The fo llow ing  
summarises th e  c l i n i c a l  and la b o ra to ry  s tu d ie s  th a t  have been made on th e se  
p a t ie n ts :

a . I n  most cases th e r a p y  w ith  chloram phenicol had been in s t i t u t e d  w ith in  
the  f i r s t  48 hours o f l i f e .

b . Symptoms f i r s t  appeared a f t e r  3 to  4 days o f con tinued  tre a tm e n t w ith  
h ig h  doses o f ch loram phenicol.

o . The symptoms appeared In  the  fo llow ing  o rd e r: Abdominal d is te n s io n  w ith 
o r  w ithou t em esis; p ro g ress iv e  p a l l id  c y an o sis ; vasom otor c o lla p s e ,  fre q u e n tly  
accompanied by i r r e g u la r  re s p i r a t io n ;  and d e a th  w ith in  a few hours o f onset 
o f  th e se  symptoms.

d . The p ro g ress io n  o f symptoms from o n se t to  e x itu s  was a c c e le ra te d  w ith  
h ig h e r  dose sch ed u les.

e . P relim inary  blood serum le v e l  s tu d ie s  re v e a led  'unusually higr. 
c o n c e n tra tio n s  o f chloram phenicol (over 90 m eg./m l. a f t e r  rep ea ted  d o se s ).

f .  T erm ination  o f th e rap y  upon e a r ly  evidence o f  th e  a sso c ia te d  
symptomatology fre q u e n tly  reversed  th e  p rocess w ith  com plete recovery .

CHLORAMPHENICOL P C ? INTRAVENOUS AOM Iiil STRATI ON
As soon as i s  f e a s ib le  an o ra l  dosage form o f chloram phenicol should be 

s u b s t i tu te d  f o r  th e  in travenous form because adequate blood le v e ls  a re  achieved 
w ith  chloram phenicol by mouth.
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",’s have been in ie z se d  by .tto  Feed and E n g  A dm inistration  
(PDA) c f  sa le s  o f  the  a n t ib io t ic  chloramphenicol (Parke, D avis' 
tra d e  x »  Chloromycetin) to  L atin  Amsricua coun trie s  v ith  la b e lin g  
Thick i s  b e lieved  to  c o n s ti tu te  a  hazard  to  h e a l th .  Shis a n t i ­
b io t ic  i a  manufactured i a  Duertto Rico, b u t i t  i s  n o t c e r t i f i e d  by 
the  PDA end thcrefo i'5  does r o t  kayo to  conform w ith  th e  Id t.fh x jj 
(ir.c iudarg  th e  ''p h y '.ic isa 'o  brochure11) re q u ire d ' fo r  ouch products 
in  in tc rx ita tc  c o ta e rce . ‘fka D1A b e lie v e s  th a t  th e  om ission in  the  
Dpnpio'a-lsagea/ju v e rs io n  o f  c e h tio a  o f  carious can r a t a l  b lx - i  

cbtizins ( a p la s t i c  assiffa , h y pop lastic  ensn ia , tk rcm socjtopeaia , 
•1’i i  rrcualocj'fccitan ia) known to  occur a f t e r  th e  a in in is i rc .t te a  o f  
c lilc r..'’ ihen ico l should ba brought to  -the a tte n tio n  o f  th e  ra d ic a l  
e i f . . .  ...on i a  th e  c o u n trie s  where th ia  a n t ib io t ic  nay ba p r..sc ribed , 
t.'-rc’.’.-.: the  re sponsib le  h e a l th  a u th o r i t ie s .  Although an exact 
d s ta r-tih as io n  o f th e  r i s k  o f  f a t a l  blood dyacrasies i s  n o t p o ss ib le , 
i t  h a t men estim ated  a t  1 : ^ 2 0 0  by the  C a lifo rn ia  I-isdical 
A bcociauiea ana th e  S ta te  Deportment o f  Public  lo a l th .  , f

o
She gpr-.l ah-T~n pia.ee v e rs io n  o f  th e  Chloromycetin la b e lin g  a lso  (" 
eor-taina in d ic a tio n s  fo r  uso i a  ccn d itica a  where th e  PDA fxovs o f° 
so l a t a  to  s u b s ta n tia te  i t s  e f fe c tiv e n e s s : c se a le s ,  sunns, 
u lc e ra tiv e  c o l i t i s ,  herpes z o s te r4  chicken pox, cad in fe c tio u s  
h e p a t i t i s ,  lizoy o f  th e  o th e r  in u is a tio n s  l i s t e d  a r c  aa t e l l  
t r e a te d  w ith  o th e r , s a f e r  a n t ib io t ic s .  in  a u d itio n , C hloroxycetia 
su cc in a te , th e  in je c ta b le  fo ra ,  produces very low blood le v e ls  
fk a a  nh x in i «rnarnd i  nt.-a--.?.iam i - r i y, and th io  ro u te  'o f a lu in ia tr a t io a

T , i-cr.
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has been shown to be ineffective in at least two disease conditions 
(intramuscular and subcutaneous ute are not permitted, in the FDA-approved 
labeling.)

A aseting has been held with Parke, Davis and Co. and we anticipate 
necessary changes in such labellng. FDA also advises while Parke,
Davis and Co. is the only American firm that exports chloramphenicol 
to the Latin American countries, there are other manufacturers cf this drug 
that supply the Latin American market, in which the labeling say also 
fail to Include nentlon of serious end fatal blood dyscrasias.

Interested persons nay obtain a copy of the current labeling for 
chloramphenicol distributed in the United States by comuni eating 
directly with the FDA.

ROGERS
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UNCLASSIFIED

TO Amembassy PAiiAiSA

TF
F IL E  D EFISNAT

M  scs.t c
FROM : Department of State DATE:

SUBJECT : Panamanian Registration Requirements

REF : Your A-167 of June 4, 1969 and S ta te 's  A-29 of fey 23, I?c?

r  FROM COMMERCE . .

In accordance vrith the Post's request we attach.two copies of the 
U. S. Federal Food, Drug and Cosmetic Act. You w ill note that 
under Chapter H  -  DEFINITIONS, 201(a) 1, the term "State" applies 
to the Commonwealth of Puerto Rico throughout the Act, with one 
exception: paragraph 702(a) exempts shipments of food from Puerto 
Rico from general examination and inspection u n til they reach the 
f i r s t  point of entry within the continental United States. I t  
should also be noted th a t,fo r  purposes of the Act, trade between 
Puerto Rico and anywhere else is  considered "in terstate  commerce." 
I t  seems clear, therefore, that drugs and cosmetics are subject 
to the same federal regulations whether they are manufactured in  
I l lin o is  or Puerto Rico and whether they are sold locally  cr 
abroad.

COMMENTS: Should the wording of the Act fa il to  convince the 
’Panamanian Minister of Health, a special ruling or£ the matter 
can be obtained from the U. S. Department of Health, Education 
and Welfare. We hope that th is  w ill not prove necessary, ar.i 
we request that the Embassy inform Commeroe/Washington of any 
change in  or c larification  of Panama's policy regarding drug 
and. cosmetic imports from Puerto Rico.

„ ,  ROGERSEnclosures:
Federal Food, Drug, and Cosmetic Act (2 copies)

UNCLASSIFIED
,o. m OS.323

R.’fUBitcPar;/ BIC-386 /dsa
»i E e rn a i-u  J .  C ahiX J., kcc» .iia i'

iDrort.ng Dole;

I 6/24/69 x-2322

r- ’ I- v
„J Jio.s.f.c A? -

E/ 3 3 4/S2?;U 37. i 11' i ?
. .  . „ Clrd. sub. \i/ Upward R. Harrison, u s ie fe i,

iqu L. J.Cornelia -  ComercdV//£/E_>.|r . Hollis (in subsi;'-’̂ . i n s e i>s  Office, HY..’ 4 ? ^  
4. ARA/PAH/A.PJIulhci^, Stare (uhoncj U ;C Ofe!/WhHaydcnt .J z / / . . l z < .L
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air priority UNCLASSIFIED A-157
HANDLING INUICATOH

TO r Department o f S ta te

FROM : Amembassy VANAHA

.....  C.li

DATE: June 4, 1959

SUBJECT : Panamanian u e g is tra tio n  R equirem ents: D is tin c tio n  
Between C on tinen tal U.S. and Puerto  Rican O rig in

REF : ___ ,
D epartm ent's A-29, flay 20, 1969

FOR COMMERCE

1. Independent o f any a c tio n  taken by the Embassy in  response 
to the re ferenced  air,gram, the Ambassador on May 27 received  a 
l e t t e r  from the M in iste r o f  H ealth o f the Panamanian Government 
requesting  the  Ambassador to  inform him whether the  laws and 
re g u la tio n s  in  Puerto Rico r e la t in g  to  the  production  and 
a u th o riz a tio n  o f pharm aceutical p roducts  a re  th e  same as those 
ap p lic ab le  in  the United S ta te s .  The M in iste r o f Health s ta te d  
th a t  the inform ation  was necessary  fo r  the  enforcement o f A r tic le  
1 o f Decree Ko. 93 o f 1952. This a r t i c l e  re q u ire s  la b o ra to rie s  
o u ts id e  Panama to  submit a document c e r t i f i e d  by a Panamanian 
Consul affirm ing  th a t the  la b o ra to ry  is  au tho rized  to  produce 
pharm aceutical products in  the  country  in  which i t  r e s id e s .  Im­
p o rta tio n  of the  p roducts  i s  p ro h ib ite d  w ithout th io  c e r t i f i c a t io n .  
A copy o f the  l e t t e r  front the M in iste r c f  H ealth  i s  enclosed .

2 . I t  should be noted th a t  i t  i s  normal p r a c t i c e 'f o r  the 3ureau 
o f Census and S t a t i s t i c s  of the  Panamanian Government to l i s t  
Puerto Rico sep a ra te ly  from th e  U nited S ta te s  in  compiling tra d e  
s t a t i s t i c s .  However, the  d i f f i c u l t i e s  qncountered- by A lberto 
Culver P roducts, Inc . appear to  stem from the fa c t  th a t  the 
products f a l l  w ith in  the  c a te g o r ie s  covered by Decree Ko. 93. 
Presumably, i f ,  as  the Embassy assumes, th e  m anufacture o f phar­
m aceu tica l-p roducts  in  Puerto Rico comas w ith in  the  ju r i s d ic t io n  
of the U.S. food and drug laws, the  need to  r e - r e g i s te r  products 
to  r e f le c t  Puerto P.ican o r ig in  w ill ba ob v ia ted .

3. ACTION1 REQUESTED: The Embassy w ill ap p re c ia te  being informed 
s p e c if ic a l ly  of the, sec tio n  o f law which s ta te s  th a t  the food and 

ENCLOSURE! UNCLASSIFIED F., u„
io - g«d 3-323 As S ta ted

--------V7---------- -- ---- IDroWing Dote: IPhone No.: IConlents and Clastificah on Appro, oj
ECO!1: .<y->T)"il''enson: jmn < 1 June  4 /69  1 DCMiDPDowns
ECCKm.'BHiller^f^

U. 8. COVKMiMENT HUNTING OFFICE!
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sir P ii iu a i l. UNCLASSIFIED

Page 2

Zx-167

drug la v s  a>; l t c»T'’Iw in  th e  U nited  S ta te s  a re  a ls o  a p p lic a b l 
to  P uerto  R ico . Tlx t exac t t e x t  and re fe re n c e s  should be pro 
v idad  so th a t  they  . ay be in c o rp o ra te d  in  a response  to  the 
M in is try . I f  a p p ro p r ia te ,  c o p ie s .o f  any re le v a n t U .S. le g is  
la t io n  should a ls o  be 'for-.-arded. f o r  t r a n s m i t t a l  to  th e  PJG.

ADAIR
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Mr. Rosenthal. Did the process also include that the Embassy thus 
distributed the information they received ?

Dr. J ennings. I  am not sure I  can document just how far each in­
dividual U.S. embassy went in that country to see that the actions of 
that government were in keeping with our notification. But I  think 
that I  can assure you that the government responsible for the health 
and safety of its citizens was appropriately notified. Beyond that, I 
doubt that we have any jurisdiction.

Mr. Rosenthal. Commissioner Kennedy, this legislation that you 
speak of which is proposed, what is the status of that? I am not aware 
of where it is at the moment.

Dr. Kennedy. It was introduced earlier in this session, Mr. Chair­
man. Hearings have been held by Chairman Rogers’ subcommittee, 
and it is proceeding to staff markup in the House. On the Senate side, 
it is about to be marked up in the Senate Health Subcommittee.

Mr. Rosenthal. Is it your prognosis that that bill will be reported 
out essentially as it was submitted by the administration, or do you 
hesitate to make such a judgment ?

Dr. Kennedy. I am hoping, but I don’t know.
Mr. Rosenthal. Some of the notification procedures that are ex­

plicit in the bill, can they be implemented by Executive order ?
Dr. Kennedy. I would thing so—to a limited degree at least, Mr. 

Chairman. I really hadn’t thought about that, but I think that many 
of them probably could.

Mr. Rosenthal. Would you submit for the record a memorandum 
detailing which areas of notification in the proposed legislation could 
be put into practice by Executive order?

Suppose somewhere along the way you ran into a legislative land­
mine and this bill did not become law in the fashion in which it was 
submitted. There might be other remedies available that should be 
exercised.

Dr. Kennedy. Yes. I think that is a very worthwhile suggestion, 
Mr. Chairman.

We will certainly try that with that and other portions of the bill.
[The material referred to follows:]

32-427 0  -  78 - 9
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As noted, the Food and Drug Administration (FDA) uses a number of 
resources to communicate to foreign governments s ign ifican t regulatory 
actions respecting products subject to FDA regulation. Under section 134 
of the pending Drug Regulation Reform Act of 1978, the current drug 
export po licy would be amended by permitting the export of drugs that 
are not approved fo r domestic marketing. This change in policy is supported 
by the recognition that there may be drugs that are inappropriate according 
to domestic standards but that have an important therapeutic potential 
according to unique foreign settings.

Section 135(a)(18) of the Reform Act requires an exporter of an unapproved 
or noncomplaint drug to n o tify  the importing government of the legal 
status o f that drug in th is  country. This form of n o tifica tio n  cannot 
currently be required by exporters by other than le g is la tive  amendment 
because the law does not permit the export of an unapproved or non­
comp lijjnpt new drug.

Section 135 of the Reform Act would authorize the exchange of information 
with foreign governments and with international organizations concerning 
drugs. This exchange would include s c ie n tif ic  and technical tra in ing 
of foreign personnel. Many of these a c tiv it ie s  are ongoing now. This 
form of international cooperation yfould be e x p lic it ly  required as a 
matter o f policy at any point by specific  Executive Order.

Section 149 of the Reform Act would authorize the dissemination of 
information regarding the effectiveness, r isks , safety and proper use 
of drugs, and other information that would avoid deception and promote 
public health. This information is currently disseminated, both 
domestically and in te rna tiona lly , through a number of FDA publications, 
as well as educational seminars and Agency consumer and professional 
information resources. A d irec t Executive mandate could address th is 
a c t iv ity .

Currently, certain drugs, such as a n tib io tics , in su lin , and pre-1938 
drugs, may be exported without any notice, even i f  products are 
misbranded or adulterated. A no tifica tio n  requirement respecting these 
products cannot be required of exporters by other than a le g is la tive  
amendment o f the Federal Food, Drug, and Cosmetic Act. An Executive 
Order could require the Secretary to no tify  foreign governments of known 
health hazards with these products, but th is  is being done now where 
such information becomes available to the Secretary (see attached 
documents).
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WORLD HEALTH 
ORGANIZATION

ORGANISATION MONDIALE 
DE LA SANTE

CLINICAL AND PHARMACOLOGICAL EVALUATION 
of drugs/ drug efficacy / quality , SAFETY 
AND EFFICACY OF DRUGS

R e s o lu t io n s  WHA16. 36/WHA23. 48/WHA26.31

DRUG INFORMATION CIRCULAR NO. 175

22 A ugust 1977

ORIGINAL: ENGLISH

The U n ite d  S t a t e s  Food and Drug A d m in i s t r a t i o n  h as  in fo rm e d  th e  W orld 
1 2H e a l th  O r g a n iz a t io n  t h a t  a p p ro v a l h a s  been  su sp e n d ed  f o r  p h en fo rm in  ’ and 

g e n e r a l  m a rk e t in g  o f  t h i s  d ru g  w i l l  c e a s e  w i th in  90 d a y s  (by  O c to b e r  2 3 , - l 9 7 7 ) .  
The d ru g  w i l l  rem ain  a v a i l a b l e  u n d e r  a l i m i t e d  d i s t r i b u t i o n  sy stem  f o r  a 
s m a l l  p a t i e n t  p o p u la t io n  m e e tin g  a c t io n  c r i t e r i a .

T h is  a c t i o n  r e s u l t s  from  e v id e n c e  t h a t  p h en fo rm in  can  p ro d u c e  a  f a t a l  
r e a c t i o n  known a s  l a c t i c  a c i d o s i s  in  some p a t i e n t s ;  r i s k  o f  l a c t i c  a c i d o s i s  
i s  f e l t  to  o u tw e ig h  th e  b e n e f i t s  o f  p h e n fo rm in  in  a l l  b u t  a v e ry  l i m i t e d  
p a t i e n t  p o p u la t io n .

T h is  d ru g  was p r e v io u s ly  i n d i c a t e d  in  th e  USA o n ly  f o r  sy m p to m a tic  d i a b e t i c s  
u n r e s p o n s iv e  t o  d i e t ,  and in  whom s u l f o n y lu r e a s  w ere  i n e f f e c t i v e ,  o r  in  whom 
i n s u l i n  co u ld  n o t be u s e d . The d e c i s io n  o f  th e  FDA d o e s  n o t r e l a t e  t o  any 
o t h e r  o r a l  a n t i d i a b e t i c  a g e n t c u r r e n t l y  a v a i l a b l e  in  th e  USA.

p h e n fo rm in  i s  th e  I n t e r n a t i o n a l  N o n p r o p r ie ta r y  Name (INN) p ro p o s e d  by 
WHO f o r  1 - p h e n e th y lb ig u a n id e .

2 S ee  a l s o  D rug I n f o r m a t io n  C i r c u l a r  No. 170 d a te d  18 November 1976 .
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1211 GENEVA 27 • SWITZERLAND 
Tdcsr.: UNISANTE-Ccncva

1211 G E N tV E  27 - SUISSE 
TtMgr.: UNISANT£-C«Mv«

In reply pleax refer to:

Frier* de rappelcr la rtftrencc:

The Director-General of the World Health Organization presents his/ 
compliments and, pursuant to resolutions WHA16.36, WHA23.48 and WHA26.51 
of the Sixteenth, Twenty-third and Twenty-sixth World Health Assemblies 
on Clinical and Pharmacological Evaluation of Drugs/Drug Efficacy/Qualitj 
Safety and Efficacy of Drugs, has the honour to transmit information on 
drugs which he has received under provision of those resolutions.

Overleaf is drug information sheet No 172. (The original 
conmunications from which this information is drawn are retained in the 
archives of WHO for consultation).

Geneva, 17 December 1976
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CLINICAL AND PHARMACOLOGICAL EVALUATION 
CP DRUGS/DRUG EFFICACY/QUALITY, SAFETY 
AND EFFICACY OF DRUGS 17 December 1976

DRUG INFORMATION CIRCULAR No.

R eso lu tio n s  WHA16.36/WHA23.48/WHA26.31 ORIGINAL: ENGLISH

The U nited S ta te s  Food and Drug A d m in is tra tio n  has Inform ed th e  World 
H ealth  O rg an iza tio n  o f a n o t ic e  o f w ithdraw al o f  app roval o f  a new d rug  
a p p lic a t io n  with reg a rd  to  th e  drug  a z a r lb ln e l .  T his a c t io n  was re q u es ted  
by th e  FDA fo llo w in g  n o t i f i c a t i o n  by th e  m anu factu re r th a t  s i d e - e f f e c t s ,  
c o n s is t in g  o f  b lood  c l o t s  in  th e  v e in s  and a r t e r i e s  o f  p a t ie n t s ,  had been 
n o tic e d .  T h is  d rug  rec e iv e d  FDA ap p roval in  l a t e  F ebruary  1975» and was 
m arketed in  August 1975 fo r  th e  tre a tm e n t o f  sev e re  and r e c a l c i t r a n t  ca ses  o f 
p s o r ia s i s .

Now th e  FDA has c a lle d  on a l l  p a t ie n t s  to  d is c o n t in u e  u s in g  th e  drug  
im m ediately and to  c o n s u lt  t h e i r  p h y s ic ia n s , adding  th a t  a z a r lb ln e  may cause 
l i f e - th r e a t e n i n g  o r f a t a l  blood c l o t s .

__________, ’ • \ ‘

1 a z a r ib in e  i s  the  I n te r n a t io n a l  N onp ro p rie ta ry  name (INN) proposed 
by WHO f o r  2-Jj - D - r lb o fu ra n o s y l-a s - tr la z in e -3 ,5 (2 H ,4 H )-d io n e 2 ' , 3 ' , 5 ' - t r i a c e t a t e .
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WORLD HEALTH 
ORGANIZATION

CLINICAL AND PHARMACOLOGICAL 
EVALUATION OF DRUGS/QUALITY, 
SAFETY AND EFFICACY OF DRUGS 

R e s o lu t io n s  WHA16. 36/WHA26.3 1

ORGANISATION MONDIALE 
DE LA SANTE

DRUG INFORMAT ION NO 159

3 S ep te m b er 1975

ORIGINAL : ENGLISH

The U n ite d  S t a t e s  Food and  Drug A d m in i s t r a t i o n  h a s  in fo rm e d  th e  
W orld H e a l th  O r g a n iz a t io n  t h a t  i t  h a s  am ended th e  n o t i c e  c o n c e rn in g  'th e  
l a b e l l i n g  c o n d i t i o n s  f o r  d i e t h y l s t i l b e s t r o l 1  2 3 4 5 6 7 and  r e l a t e d  d ru g  p r o d u c t s  a s  
p u b l i s h e d  in  t h e  F e d e r a l  R e g i s t e r ^  d a te d  4 A ugust 1975, i n t e r  a l i a , a s  
f o l l o w s :

"T he p r o d u c t s  a r e  u s e d  i n  t r e a tm e n t  o f  e s t r o g e n  d e f i c i e n c y  o r  o th e r  
d i s e a s e  c o n d i t i o n s .  B ec au se  o f  a  s t a t i s t i c a l l y  s i g n i f i c a n t  a s s o c i a t i o n  
b e tw e en  m a te r n a l  i n g e s t i o n  d u r in g  p re g n a n c y  o f  d i e t h y l s t i l b e s t r o l  and  th e  
o c c u r r e n c e  o f  v a g in a l  c a rc in o m a  in  th e  o f f s p r i n g ,  th e  l a b e l l i n g  o f  a l l  su ch  
p r o d u c t s  h a s  p r e v io u s ly  b e e n  r e q u i r e d  t o  s t a t e  t h a t  t h e i r  u s e  i n  p reg n an c y  
i s  c o n t r a i n d i c a t e d .  An a d d i t i o n a l  w a rn in g  i s  now b e in g  r e q u i r e d  c o n c e rn in g  
t h e  p o s s i b l e  d ev e lo p m en t o f  v a g i n a l  a d e n o s i s  in  p o s tp u b e r t a l  g i r l s  w hose 
m o th e r s  r e c e iv e d  d i e t h y l s t i l b e s t r o l  d u r in g  p re g n a n c y .

3-7R e p o r ts  in  t h e  m e d ic a l l i t e r a t u r e  i n d i c a t e  an  a s s o c i a t i o n  b e tw e en  
t h e  u s e  o f  d i e t h y l s t i l b e s t r o l  and  th e  o c c u r r e n c e  o f  v a g i n a l  a d e n o s i s  in  
p o s t p u b e r t a l  g i r l s  and young women w hose m o th e rs  r e c e iv e d  d i e t h y l s t i l b e s t r o l  
d u r in g  t h e i r  p re g n a n c y ."

d i e t h y l s t i l b e s t e r o l  i s  th e  i n t e r n a t i o n a l  n o n p r o p r ie ta r y  name (INN) 
p ro p o s e d  by WHO f o r  t r a n s -o < ,< x -d ie th y l-4 .4 ' - s t l l b e n e d i o l .

2
C o p ie s  o f  t h e  r e l e v a n t  p a p e r  i s s u e d  by th e  Food and  D rug A d m in i s t r a t i o n  

ca n  b e  o b ta in e d  from  WHO on r e q u e s t .

3
H e r b s t ,  A. L. e t  a l .  (1 9 7 2 ) A m erican  J o u r n a l  o f  O b s t e t r i c s  and  G y neco logy ,

4 0 : 287

4 * .
H e r b s t ,  A. L . e t  a l .  (1 9 7 4 ) A m erican  J o u r n a l  o f  O b s te t r i c s  and  G yneco logy , 

1 1 8 : 607

5
H e r b s t ,  A. L. e t  a l .  (1 9 7 5 ) New E ng land  J o u r n a l  o f  M e d ic in e , 2 9 2 : 334

6
S t a f l ,  A. e t  a l .  (19 7 4 ) O b s t e t r i c s  and G y n eco lo g y , 4 3 : 118-128

7
S herm an, A. I .  e t  a l .  (1 9 7 4 ) O b s t e t r i c s  and  G y n eco lo g y , 4 4 : 531
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-  2 -

"The Commissioner o f  Food and Drugs c o n clu d es  th a t  t h i s  a s s o c ia t io n  shou ld  
be b ro u g h t to  th e  a t t e n t io n  o f p h y s ic ia n s .  A cco rd in g ly , i t  i s  re q u ire d  th a t  
th e  p h y s ic ia n s  package i n s e r t  f o r  p re p a ra t io n s  c o n ta in in g  d i e t h y l s t i l b e s t r o l  o r  
c lo s e ly  r e la te d  c o n g e n e r s in c lu d in g  d i e n e s t r o l , h e x e s t r o l , b e n z e s t r o l , ^  and 
p ro m e th e s tro l(m e th e s tro l)  ) in c lu d e  th e  fo llo w in g  in  th e  W arnings s e c t io n :

'V ag ina l a d e n o s is  has been re p o r te d  in  30% to  90% o f p o s tp u b e r ta l  
g i r l s  and young women whose m others re c e iv e d  d i e t h y l s t i l b e s t r o l  o r  a 

v c lo s e ly  r e la te d  congener d u rin g  p regnancy . T h is  c o n d it io n  was found
most f r e q u e n t ly  in  th o se  c a se s  where d i e t h y l s t i l b e s t r o l  had been g iven  
in  e a r ly  pregnancy ( f i r s t  tw e lve  w eeks). The s ig n i f ic a n c e  o f t h i s  
f in d in g  w ith  re s p e c t  to  p o t e n t i a l  fo r  developm ent o f v a g in a l 
adenocarcinom a i s  unknown. P e r io d ic  exam ination  o f  such p a t i e n t s  i s  

» recommended. ”

d ie n e s t r o l  i s  th e  in te r n a t io n a l  n o n p ro p r ie ta ry  name (INN) proposed by WHO 
f o r  4 , 4 '- ( d ie th y l id e n e - e th y le n e ) d ip h e n o l .

2
h e x e s t r o l  i s  th e  in te r n a t io n a l  n o n p ro p r ie ta ry  name (INN) p roposed by WHO 

f o r  4 , 4 '- ( l ,2 - d ie th y le th y le n e ) d ip h e n o l .

3
b e n z e s tro l  i s  th e  i n te r n a t io n a l  n o n p ro p r ie ta ry  name (INN) proposed by WHO 

f o r  4 , 4 ’ - ( l ,2 -d ie th y l -3 -m e th y l t r im e th y le n e )d ip h e n o l .

4
m e th e s tro l  i s  th e  in te r n a t io n a l  n o n p ro p r ie ta ry  name (INN) proposed by WHO 

f o r  4 ,4 * - ( 1 ,2 - d ie th y le th y le n e ) d i - o - c r e s o l .
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CLINICAL AND PHARMACOLOGICAL 
EVALUATION OP ERUGS/QUAUTY, 
SAFETY AND EFFICACY OF EHUGS

R e s o lu tio n s  WHA16.36/WHA26.31

ERUG INFORMATION NO 150

6 A p ril  1975

ORIGINAL j ENGLISH
j-1t=7>

The U n ited  S ta te s  Food and Drug A d m in is tra tio n  has inform ed th e  World 
H e a lth  O rg a n iz a tio n  o f  a  n o t ic e  o f  w ithd raw al o f  ap p ro v a l o f  a  new drug^ 
a p p l ic a t i o n  w ith  re g a rd  to  a  com bination  d rug  c o n ta in in g  n o re th is te ro n e -1 a c e ta te  
and  e th in y le s t r a d i o l^  a s  p u b lish e d  in  th e  F e d e ra l  R e g is te r^  d a te d  11 F eb ru a ry  
1975 . These two d rugs a re  c o n ta in e d  in  G e s te s t  t a b l e t s  used  f o r  p regnancy r
t e s t i n g .*  The Commissioner o f  Food and Drugs concluded , i n t e r  a l i a , as^ fo llo w s :

"A lthough th e  d ru g  i s  e f f e c t iv e  a s  a  p resum ptive  t e s t  f o r  p regnancy , 
th e r e  i s  a  la c k  o f  p ro o f  o f  s a f e ty  f o r  t h a t  u se  in  view  o f  th e  p o te n t ia l  danger 
i n  th e  p resen ce  o f  pregnancy and th e  a v a i l a b i l i t y  o f  a  number o f  v e ry  a c c u ra te  «
chem ical t e s t s  to  d e te c t  p regnancy . The h o ld e r  o f  th e  new drug  a p p l ic a t i o n  
h as  waived i t s  o p p o r tu n i ty  f o r  a  h e a r in g , and no o th e r  in t e r e s t e d  p e rso n  has 
re q u e s te d  a  h e a r in g ."

"A ll i d e n t i c a l ,  r e l a t e d ,  and s im i la r  d rug  p ro d u c ts ,  a s  d e fin e d  in  
21 CFR 3 1 0 .6 , n o t th e  s u b je c t  o f  an approved new drug a p p l ic a t i o n ,  a re  covered  
by th e  a p p l ic a t io n  rev iew ed  and a re  s u b je c t  to  t h i s  n o t ic e ."

"Shipm ent in  i n t e r s t a t e  commerce o f  th e  a b o v e - l i s te d  p ro d u c t o r  o f  any 
i d e n t i c a l ,  r e l a t e d ,  o r  s im i la r  p ro d u c t, n o t th e  s u b je c t  o f  an approved new drug 
a p p l ic a t i o n ,  w i l l  th e n  be u n la w fu l."

A n o re th is te ro n e  i s  th e  I n t e r n a t io n a l  N o n p ro p rie ta ry  Name (INN) proposed  
by WHO f o r  17o<-ethynyl-17_^ -h y d ro x y e s tr -4 -e n -3 -o n e .

2 e th in y le s t r a d i o l  i s  th e  I n t e r n a t io n a l  N o n p ro p rie ta ry  Name (INN) p roposed  
by WHO f o r  1 7 - e t h y n y l - e s t r a - l , 3 ,5 ( 1 0 ) - t r i e n e - 3 ,1 7 £ - d io l .

C opies o f  th e  r e le v a n t  p ap er is su e d  by th e  FDA can be o b ta in e d  from WHO on 
r e q u e s t .

* P le a s e  see  Drug In fo rm a tio n  C ir c u la r  No-. 144 d a te d  11 F eb ru a ry  1975 

on a  s im i la r  s u b je c t .
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ORGANIZATION

CLINICAL AND PHARMACOLOGICAL 
EVALUATION OP DRUGS/qU A U T Y , 

SAFETY AND EFFICACY OP DRUGS

R e s o lu t io n  WHAl6.36/wHA26.31

DE IA SANTE

DRUG INFORMATION NO 137

4 O c to b e r  197 1*

ORIGINAL : ENGLISH

The D e p a rtm e n t o f  H e a l th ,  E d u c a tio n  and  W e lfa re  o f  th e  U n ite d  S t a t e s  o f  
A m erica , h a s  In fo rm ed  th e  W orld H e a l th  O r g a n iz a t io n  o f  a  Food and  Drug 
A d m in i s t r a t i o n  p a p e r * 1  on r e s e r p i n e 2  an n o u n c in g  th e  'E s ta b l is h m e n t  o f  an  E x p e r t  

C om m ittee  to  e v a lu a t e  r e t r o s p e c t i v e  s t u d i e s  w h ich  r e p o r t  a  p o s s i b l e  a s s o c i a t i o n  
b e tw e e n  lo n g - te r m  t r e a tm e n t  w i th  two r a u w o lf i a  a l k a l o i d s  and  an  in c r e a s e d  r i s k  
o f  b r e a s t  c a n c e r  i n  women o v e r  th e  age  o f  6 0 . The two a n t ih y p e r t e n s i v e  d ru g s  
a r e  r e s e r p i n e  and  r e s c in n a m in e ^ .  Of th e  tw o , r e s e r p i n e  i s  more commonly 
p r e s c r i b e d  f o r  lo w e r in g  b lo o d  p r e s s u r e  in  h y p e r t e n s iv e  p a t i e n t s .

The f i n d i n g s  a r e  b e in g  r e p o r t e d  in  a  s e r i e s  o f  th r e e  p a p e rs  b e in g  
p u b l i s h e d  in  th e  S ep te m b er  2 1 , 1974 , i s s u e  o f  l a n c e t ,  a  p ro m in e n t B r i t i s h  
M e d ic a l J o u r n a l .

I n  r e v ie w in g  c a s e s  o f  new ly  d ia g n o s e d  b r e a s t  c a n c e r ,  th e  i n v e s t i g a t o r s  
fo u n d  t h a t  i n  s e l e c t e d  g ro u p s  o f  women, up  to  t h r e e  tim e s  a s  many had  a 
h i s t o r y  o f  lo n g - te r m  th e r a p y  w i th  r e s e r p i n e  th a n  d id  women i n  a  c o n t r o l  g ro u p  
w i th o u t  b r e a s t  c a n c e r .

The d e p a r tm e n t  em p h as ized  t h a t  r e s e r p in e  and  r e s c in n a m in e  a r e  th e  o n ly  
a n t i h y p e r t e n s i v e  d ru g s  a s s o c i a t e d  w i th  th e  p o s s i b l e  in c r e a s e d  r i s k  o f  b r e a s t  
c a n c e r .  The s t u d i e s  have  n o t  i d e n t i f i e d  an i n c r e a s e d  c a n c e r  r i s k  i n  
h y p e r t e n s iv e  p a t i e n t s  i n  g e n e r a l ,  o r  a n  i n c r e a s e d  r i s k  a s s o c i a t e d  w ith  o th e r  
w id e ly  u s e d  an d  e f f e c t i v e  a n t ih y p e r t e n s i v e  d r u g s .

The d e p a r tm e n t  s t r e s s e s  th e  need  f o r  in d e p e n d e n t  and c o m p le te  re v ie w  o f  th e  
r e p o r t s  r e g a r d in g  th e  r a u w o lf i a  a l k a l o i d s  and  a s s u r e s  b o th  p h y s ic i a n s  and  th e  
p u b l i c  t h a t  th e  q u e s t i o n s  r a i s e d  by th e  t h r e e  s t u d i e s  w i l l  be exam ined a s  
th o r o u g h ly  and  a s  p ro m p tly  a s  p o s s i b l e .

The d e p a r tm e n t  recom m ends t h a t  u n t i l  d e f i n i t i v e  c o n c lu s io n s  a r e  p o s s i b l e  
t h e r e  s h o u ld  be  no g e n e r a l  change o r  d i s r u p t i o n  o f  th e r a p y  in  p a t i e n t s  w i th  h ig h  
b lo o d  p r e s s u r e . "

1 A f u l l  t e x t  o f  th e  FDA p a p e r  on t h i s  s u b j e c t ,  c a n  be o b ta in e d  upon r e q u e s t

^ r e s e r p i n e  i s  th e  I n t e r n a t i o n a l  N o n p r o p r ie ta r y  Name (INN) p ro p o sed  by WHO f o r

5 . 4 . 5 -  t r im e th o x y b e n z o ic  a c id  e s t e r  o f  m e th y l r e s e r p a t e
I

^ r e s c in n a m in e  i s  th e  I n t e r n a t i o n a l  N o n p r o p r ie ta r y  Name (INN) p ro p o sed  by WHO f o r

3 . 4 . 5 -  tr im e th o x y c in n a m lc  a c id  e s t e r  o f  m e th y l r e s e r p a t e
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CLINICAL AND PHARMACOLOGICAL 
EVALUATION OP DRUGS/DRUG EFFICACY

DRUG INFORMATION NO 13A n

1 J u ly  1 9 7 *

R e s o lu t i o n  W HA16.36/WHA23.A8 ORIGINAL : ENGLISH

The U n it e d  S t a t e s  P ood  and  Drug A d m in is t r a t io n  h a s  In fo rm ed  t h e  W orld  
H e a lt h  O r g a n iz a t io n  o f  t h e  w i th d r a w a l  o f  a p p r o v a l  o f  th e  f o l l o w i n g  d ru g  
p r o d u c ts :

1 .  C o m b in a tio n  d r u g s  c o n t a i n in g  pamabrom and p y r i la m in e  m a le a t e

A . P ip r a d r o l  h y d r o c h o lo r id e  ( l i q u i d  d o s a g e  fo r m , a lo n e  o r  In  c o m b in a t io n ) .

T he b a s i s  f o r  t h e  a b o v e  a c t i o n s  w as th e  l a c k  o f  s u b s t a n t i a l  e v id e n c e  o f  
e f f i c a c y .

T he r e l e v a n t  d e t a i l e d  d o c u m e n ta t io n  c o n c e r n in g  t h e s e  a c t i o n s  I s  a v a i l a b l e  
from  WHO upon  r e q u e s t .

n ia la m id e  i s  th e  I n t e r n a t io n a l  N o n p r o p r ie ta r y  Name (IN N ) p r o p o se d  b y  WHO f o rl s o n i c o t i n l c  a c i d  2 -  Q p - b e n z y lc a r b a m o y l j e t h y ' l j h y d r a z id e

p l e a s e  r e f e r  t o  Drug I n f o r m a t io n  C ir c u la r  N o. A o f  2 7  N ovem ber 1 9 6 33
p r o c a in e  I s  th e  I n t e r n a t io n a l  N o n p r o p r ie ta r y  Name (IN N ) p r o p o s e d  by  WHO f o r  

*  2 - d i e t h y l a m i n o e t h y l  £ -a m in o b e n z o a te
p ip r a d r o l  I s  th e  I n t e r n a t io n a l  N o n p r o p r ie ta r y  Name (IN N ) p r o p o s e d  b y  WHO f o r  
a ,a - d i p h e n y l - 2 - p l p e r l d l n e m e t h a n o l



135

ORGANIZATION

CLINICAL AND PHARMACOLOGICAL 
EVALUATION OF DRUGS/QUALITY, 
SAFETY AND EFFICACY OF DRUGS

R e s o lu t io n s  WHA16.36/WHA26.J1

DE LA SANTE

DRUG INFORMATION NO 131

15 F e b ru a ry  1974

ORIGINAL : ENGLISH ^ A Z ? - /

The Food and D rug A d m in i s t r a t i o n  o f  t h e  U n ite d  S t a t e s  o f  A m erica 
h a s  in fo rm e d  th e  W orld H e a l th  O r g a n iz a t io n  o f  a new program m e o f  
c o n d i t io n s  f o r  m a rk e t in g  o f  d ig o x in  '  p r o d u c t s .  T h is  m e asu re  was 
b a s e d  on know ledge from  e x t e n s iv e  o b s e r v a t io n s  and s t u d i e s  on 
d i s s o l u t i o n  t e s t  r e s u l t s  ( t a b l e t s )  and c l i n i c a l  b i o v a l l a b i l i t y .

I n  b r i e f ,  th e  e s s e n t i a l  p r e m a r k e t in g  r e q u i r e m e n ts  o f  th e  new 
program m e c o n s i s t  o f  :

1 ) C om pliance  w ith  th e  s p e c i f i c a t i o n s  f o r  d ig o x in  p r o d u c ts  
p r e s c r ib e d  by th e  U .S . P h a rm a co p e ia  ( U .S .P . X V III , S ix th  I n t e r im  R e v is io n  
A nnouncem ent, e f f e c t i v e  November 1 5 , 1973)> t o  in c lu d e  th e  d i s s o l u t i o n  
r a t e  t e s t  f o r  d ig o x in  t a b l e t s .

2 )  C e r t i f i c a t i o n  by th e  Food and D rug A d m in i s t r a t i o n  o f  a l l  new b a t c h e s  
o f  d ig o x in  t o  in s u r e  q u a l i t y  u n i f o r m i ty .

3 )  D e m o n s tra tio n  o f  c l i n i c a l  a v a i l a b i l i t y  f o r  a l l  d ig o x in  p r o d u c t s ,  
a c c o r d in g  to  th e  Food and D rug A d m in i s t r a t i o n  ap p ro v ed  p r o t o c o l .

4 ) L a b e l l i n g  r e v i s i o n s  in f o r m in g  on th e  above f o r  p r o p e r  d i r e c t i o n s  
o f  u s e  by  th e  p h y s ic i a n .

A ls o , t h i s  program m e i s  im p lem en ted  by  m o n i to r in g  o f  d ru g  
r e f o r m u l a t i o n s  and u t i l i z a t i o n  and s u p p o r te d  by a d e q u a te  d i s s e m i n a t i o n  o f  
t h i s  in f o r m a t io n  t o  a l l  h e a l t h  p r o f e s s i o n a l s  c o n c e rn e d .

The r e l e v a n t  d e t a i l e d  d o c u m e n ta t io n  c o n c e rn in g  th e s e  a c t i o n s  i s  
a v a i l a b l e  from  WHD upon  r e q u e s t .

1  d ig o x in  i s  th e  I n t e r n a t i o n a l  N o n p r o p r ie ta r y  Name (INN) p ro p o se d  by WH) 
f o r  " g ly c o s id e  o b ta in e d  from  th e  le a v e s  o f  D i g i t a l i s  l a n a t a  E h rh ."  

^ p l e a s e  r e f e r  t o  D rug I n f o r m a t io n  C i r c u l a r  No 128 o f  16 J a n u a r y  1974 .
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v—  uepartmen^oj $tate ItL tlM
P A G E  0 1  S T O C K H  0 2 2 7 9  0 9 2 1 0 4 Z  H  ?  • ' 4 4 2 7
A C T I O N  H E W - Q S  ‘  c

IN F O  O C T - 0 1  E U R - 1 2  I S O - O O  Q E S - 0 7  / 0 2 6  W 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 0  1 0 8  2 8

R 0 9  1 3  1 0 Z  J UN 7 8
F M  A M E M B A S S Y  S T O C K H O L M
T O  S E C S T A T E  W A S H D C  4 0 0 9

U N C L A S  S T O C K H O L M  2 Z 7 9

D E P A R T M E N T  P A S S  T O  F D A

E . O .  1 1 6 5 2 :  N / A
T A G S -. E I N D ,  E T R D ,  O G E N . T B I O ,  SW
S U B J E C T :  F D A  AD V I S O R  Y -  C A T H E T E R L M H i N  T A I N I N G D E F E C T I V E

S T E R I L E  G L O V E S  (R E  C A/Tl T -  oTZhT)

R E F :  S T A T E  1 3 7 4 1 5

T R A V E N O L  L A B O R A T O R IE S  IN F O R M E D  S C I A T T  T O D A Y  T H A T  T H E Y  
H A D  N O T  R E C E I V E D  A R E C A L L  L E T T E R .  H O W E V E R , T R A V E N O L  
C O N D U C T E D  I T S  OW N I N V E S T I G A T I O N  A N D  F O U N D  NO C O M ­
P L A I N T S .
K E N N E D Y - M I N O T T
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PAGE 01

Department o f State
MADRID 0 6 2 6 9 0 5 0 9 1 9 Z

TELEGRAM

ACTION HEW-06

INFO OCT-01 EUR-12 ISO-OO OES-07 /0 2 6  W
...............................................  07 3 8 4 1 0 5 09 2 8 Z / 2 0

R 0 5 0 9 1 8 Z J UN 78
FM AMEMBASSY MAORID 
TO SECSTATE WASHDC 4797

UNCLAS MADRID 06269

E.O . 1 1 6 5 2: N/A
TAGS: OGEN, ETRD, E IND, TB IO , SP
SUBJECT: FDA ADVISORY - CATHETER TRAYS CONTAINING DEFECTIV  

STERILE GLOVES (RECALL' T - 09 7 - 8)

EM8ASSY HAS PASSED SUBSTANCE OF STATE 137415 TO TRAVENOL 

AGENT "LABORATORI OS HESPERIA" IN VALENCIA. SPANISH FIRM  

HAS NOT HEARD FROM TRAVENOL. BUT HAS IMPORTED VERY FEW 

OF TRAYS IN QUESTION. FIRM WILL COMMUNICATE WITH 

TRAVENOL DIRECTLY IN ANY CASE. EATON •



PAGE 11 OF 92 STATE 276B47 
ORIGIN MEW-OS

INFO OCT-01 AF-10  
OES-07 E l-9 1

UNULAdiiri tu
Department o f  State

MM S TM t 276147

ARA-14 EUR-12 EA-12 HEA-10 ISO-00  
COME-00 Z080 R

ORAFTEO IY  DHEWZA: JRVEINROTH,H. 0 .:  CM
APPROVED BY OESZAPTZBHP: WJVALSN, I I I  
DNEWZPHSZOASHZOIH: MKEFAUVER 
NEA/EX: JSCONNOllY llUFO)
EURZEX: OCLEI DEL (INFO)
EA/EX: JBMORAN (INFO)
ARA/EX:GAPAGANO (INFO)
AF/EX: EGKRYZA (INFO)

-------------------------------- f 4 t 3< s  1B1S27Z Z44
P 1B1644Z NOV 77 
FM SECSTATE WASHOC

AMEM8ASSY MAPUTO PRIORITY

UNCIAS STATE 276B47

E.O. 11652:N/A

TAGS: OGEN, E l NO, ETRO, TBIO, XX

SUBJECT: HEMOLYSIS OF RBC'S (RED BLOOO CELLS) WHEN USED
WITH OAOE ANTI RHO (ANTI-0) TYPING SERUM, RECALL 0-002-1  

1. FDA AOVISES OF THE FOLLOWING:

PROOUCT INVOLVED: ANTI-RHO (ANTI-O) TYPING SERUM, 5ML 
ANO 10 Ml. S IZE  VIALS

PROOUCT IDENTIFICATION: ANTI-RHO (ANTI-0) TYPING SERUM, 
LABELED: "ANTI-RHO (ANTI-0) SERUM (HUMAN) -  5 Hl SHOE  
OR MOOIFIED TUBE TEST LOT NO. 3 -685-T  EXP. OATE I  JUNE 
7B CAT. NO. 84665 OADE DIVISION AMERICAN HOSPITAL 
SUPPLY CORPORATION, MIAMI, FLORIOA 33152 U.S. LICENSE 
179 PRESERVATIVE: SOOlUH AZIOE, 1 :1 ,00 0  STORE BETWEEN 
2-BC 135-46F)- THE PROOUCT IS  PACKED IN 5 Hl AND 10 Ml 
S IZ E S . COOES RECALLEO: LOT NO J-6 85  (ALL SUFFIXES), 
CATALOG NOS. 84670-1 ANO B 46 70 -U .

MANUFACTURING/RECALL I NG (IBM:

uu iuu mu 
TELEGRAM

OAOE DIVISION OF AMERICAN HOSPITAL SUPPLY CORP 
l t S l  DELAWARE PKVY.,
MIAMI, FLA. 33152

2. REASON FOR RECALL: MANUFACTURER RECEIVED A TOTAL OF 
NINE COMPLAINTS REGAROING A HEMOLYSIS PROBLEM. HEMOLYSIS 
OF THE REO BLOOO CELLS OCCURS WHEN TESTING SOME INOIVIOUALS 
WITH THIS PRODUCT ANO LOT NUMBER. THE CELLS WERE WASHED 
WITH SALINE WHICH WAS PRESERVED WITH 2-PHENOXYETHANOL. THE 
PROBLEM HAS NOT BEEN EXHIBITED IN ANY OTHER LOT NUMBERS OR 
WITH THIS LOT USING SALINE WITHOUT 2-PHENOXYETHANOL.

3. POSTS REQUESTED TO CONTACT FOREIGN CONSIGNEES TO 
DETERMINE IF  THEY HAVE RECEIVEO LETTER OATED AUGUST 22, 
1177 ‘ WARNING IMPORTANT PROOUCT INFORMATION*.

ANY QUESTIONS CONSIGNEES MAY HAVE SHOULD BE REFERRED TO 
DADE IHMUNO-HEMATOLOGY TECHNICAL SERVICES.

4. FOREIGN CONSIGNEES AS FOLLOWS:

ROBERT TERAN G 
APARTADO POSTAL SIS  
MANAGUA NICARAGUA

LABORATORIOS INOUSTRIALES 
GUZMAN LTOA.
CASILLA 6240 
LA PAZ BOLIVIA

LAGERMAX, AG 
FLUGHAFEN
5020 SALZBURG AUSTRIA 
NOTIFY SANO-OAOE

CAJA COSTARRICENSE OE 
SEGURO SOCIAL 
APARTAOO 10105 
SAN JOSE COSTA RICA

PAN TRANSPORT 
VALOHEIMSTRASSE 16 
3000 BERNE SWITZERLAND 
NOTIFY MERZ-OAOE

BIOCHEMICAL EQUIPMENT ANO 
SERVICES LTO.

128 MAXFIELD AVENUE

B N BROWNE 
GEORGES PLACE 
DUN LAOGHAIRE 
DUBLIN IRELAND

ARHAQUTIS ANO CO. LTO.
P. 0. BOX IBB 

1 PIRAEUS STREET 
ATHENS 112 GREECE

CIEN TIFICA ARGENTINA
PICNINCHA 69

BUENOS AIRES 
ARGENTINA

FERRER 6 CIA  
PELAYO 9 
BARCELONA SPAIN

SERUM COMPANY 
P. 0. BOX 2856 
TEHERAN IRAN

LAB ANO HOSPITAL SUP
P. 0. BOX B22

TEGUCIGALPA

JOHNSON'S AIRFREIGHT LTO 
OFFICE 1B/20G, BLO 521 
LONDON HEATHROW AIRPORT 
HOUNSLOW ENGLAND

AHS INTERNATIONAL - KOREA
GWANG WHA MOON 
POBOX 105B 
SEOUL KOREA

JOHN NURMI HEN OY F IN I ANO 
NOTIFY DADE FENNICA OY 
HARJANIEMENTIE 36 00930 
HELSINKI 93 FINLAND

COMPANIA GENERAL DE 
COME RC10 S.A.
VIA LAYETANA 3B-4 
BARCELONA SPAIN

ROBERTO NICOL I  CO I  TOR 
10A AVE 3 -96  ZONA 4 
APARTAOO POSTAL 70-A 
GUATEMALA GUATAHAIA 43000

HOLY FAMILY HOSPITAL 
P 0 BOX 36 
TECH I MAN, 8ZA GHANA 
W. AFRICA

UNIAO FARMACEUTICA LTOA 
P 0 BOX 334 
MAPUTO H0CAM8IQUE

LAB AMO HOSPITAL SUP. 
P. 0. BOX B22 

TEGUCIGALPA 
HONDURAS
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• .. Department o f  State
AGE 12 Of 02 STATE *276147

T E L E G R A M

LABORATORIOS SUXIA
APARTAOO 2524
SAM JOSE COSTA RICA 44000

E. T. HONKS A CO. LTD.
XIHATH I STREET

P. 0. BOX 30069

DOMINIQUE RAILIY A CO 
F 0 BOX 104
RUE ROUX 34 FORT AU FR 
HAITI

FROMEX SA ARTICULOS 
MEOICOS Y OE LABORATORIO 
F 0 BOX 9088
SANTIAGO CHILE

SFT GONORANO FRERES 
CARGO BUILDING BRUSSELS 
AIRFORT -BELGIUM -  NOTIFY 
OELFORGE OIV. A.H.S.

LABSTATUS AB-OLSONTVRIGHT 
ARLANOA AIRPORT BOX 39 
S1B054 STOCKHOLM ARLANOA 
NOT. LABSTATUS-SUEOEN

MEDICAL LAB SERV LTD. 
OOMINION LIFE ASST. BLOG 
F 0. BOX N-4B69 COLLINS AVE.

AHS/AUSTRALIA FTY LTD 
MCGAW OIV CTR CT 101-107 
EFFING RO EFFING NSW 2121

LABORATORIOS SUXIA 
APARTAOO 2524 
SAN JOSE COSTA RICA

CAJA COSTARRICENSE OE 
SEGURO SOCIAL

APARTAOO 10105 
SAN JOSE COSTA RICA

GUAM MEMORIAL HOSPITAL 
GOVERNMENT OF GUAN 

F. 0. BOX AX 
AGANA, GUAM VANCE
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Department o f State
P A G E  0 1  S T A T E  2 9 7 2 7 3  .
O R I G I N  n e w s , ,

I N F O  O C T - 0 1  N E A - 1 0  I S O - 0 0  O E S - 0 7  E B - 0 8  C O M E - 0 0

D R A F T E D  B Y  D H E W /F D A :  J R W E I N R O T H ,  M. D .  : C M
A P P R O V E D  B Y O E S / E N P / E N  W J W A L S H . I l l  
D H E W / P H S / O A S H / O I H :  R E V A N S

TELEGRAM

/ 0 3  2 R

T A G S :  O G E N , E I N D ,  E T R D ,  T B I O ,  P K

S U B J E C T :  H E M O L Y S I S  OF R B C ' S  (R E D  B L O O D  C E L L S )  W H E N
U S E D  W I T H  D A D E  A N T I  R H O  (A N T  I - D ) T Y P I  NG S E R U M  R E C A L L  
B 0 0 2 - 8

R E F :  IS L A M A B A D  1 1 6 0 9
S T A T E  2 7 6 8 4 7

1 .  F D A  A D V I S E S  T H A T  C O R R E C T  A D D R E S S  O F C O N S IG N E E  IN  
R E F T E L  I S :

S .  E K A C U D D IN G  A N D  C O . 
P .  0 .  B O X  5 6 2 9  
M E D I C I N E  S T R E E T  
K A R A C H I .  2 P A K I S T A N

2 .  O R I G I N A L  I N F O R M A T I O N  R E G A R D IN G  C O N S IG N E E S  S U P P L I E D  T O  
F D A  B Y  F I R M  W A S  IN A D E Q U A T E  A N D  I N  E R R O R . F D A  A P P R E C I A T E S  
E M B A S S Y 'S  E F F O R T S  IN  R E S O L U T I O N  OF T H I S  M A T T E R .  C H R IS T O P H E R



1 4 1

P A G E

U N C L A S S IF IE D ^
D e p a r tm e n t o f S ta te

h  V I E N N A  1 0 1 2 9  2 2 1 5 2 2 Z

IN C O M IN G
T E L E G R A M

A C T I O N  H E W - 0 6

I N F O  O C T - 0  1 E U R -  1 2  I S O - O O  O E S - 0 7  E B - 0 8  C O M E - O O  / 0  3  4  W  

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  0  8  2  7  7  6  2  2  1 6  4  8  2  / 4  4

R  2 2 1 4 5 5 2  N O V  7 7

F M  A M E M B A S S Y  V I E N N A

T O  S E C S T A T E  W A S H O C  4 1 7 5

U N C L A S  V I E N N A  1 0 1 2 9

E O  1 1 6 5 2 :  N / A

T A G S :  O G E N , E I N O ,  E T R D .  T B I O ,  A U  i

S U B J :  H E M O L Y S I S  O F  R B C  S  ( R E D  B L O O O  C E L L S )  W H E N  U S E D  W I T H  D A D E  

A N T I  R H I  ( A N T  I - D ) T Y P I  N G  S E R U M , R E C A L L  B - 0 0 2 - 8

7  0  2  1

R E F :  S T A T E  2 7 6 8 4 7

1 .  S A N O - D A D E ,  S A L Z B U R G .  A U S T R I A  N O  L O N G E R  R E P R E S E N T S  D A D E  

D I V I S I O N .  N E W  R E P R E S E N T A T I V E  I S  L A E V O S A N  G E S . . M . B . H .  &  C O . 

K . G . ,  E S T E R M A N N S T R A S S E  1 7 ,  A - 4 0 2 0  L I N Z ,  A U S T R I A .

2 .  H O R S T  K O C H , T E C H N I C A L  M A N A G E R  O F  L A E V O S A N ,  W A S  N O T  

A W A R E  O F  R E C A L L .  L E T T E R  F R O M  U . S .  F I R M  W A S  P R O B A B L Y  S E N T  

T O  S A L Z B U R G  A N D  N O T  P A S S E D  O N  T O  L A E V O S A N .  E M B A S S Y  M A I L E D  

C O P Y  O F  R E C A L L  T O  L I N Z  F I R M .  K O C H  W I L L  C O N T A C T  U . S . S U P P L I E R  

F O R  D E T A I L S  I F  N E C E S S A R Y .  W O L F

" ^ a t e  H e c ’ d  O X H
_ _ _ P H 3 _ _ _ _ _ _ _ _ /

3 2 -4 2 7  0  -  7 8  -  1 0
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P A C E  II S T A T E  0 2 73(1 (0 5 I
O RION HE W -P S

INFO O C T -f| A F-0 4 A RA -10  E UR-12  E A -0 1 lS O -10  O E S -fi C OK-0 R  
MC O-0 3 /0 5S  R

ORA FTE O BY OHE W /FOA : JRW E INROTH. M.D.:C C l 
A P P ROVED BT 0 E S /A P T /8MP : W JW A lS H. Ill 
OHE W /OIN: 8R0YS T E R
E UR/E X: JLT Ull UNFOi 
E A /E X: JRC UNNINC IIA M UNFOI 
A RA /E X:C JA C OBINl UNFOI 
A F/E X: jT IE RNE Y (INFO)

---------------------------B iR iliZ 110 (50  /!♦
R 0 72 2 2 32  FE B 11 
FM S E C S T A T E  W A S HOC  
TO AMEMBA S S Y HA ORlO 
A MEMBA S S Y IA GOS  
A MEMBA S S Y A THENS  
AMC ONS UL HOMG KONG 
A UEU8A S S Y ROUE 
A MEMBA S S Y A UA lA  LUMP UR 
AMEMBA S S Y BUENOS  A IRE S  
A MEMBA S S Y C A NBERRA  
A UE IS A S S Y P A RIS  
A MEMBA S S Y MEXIC O 
A MEMBA S S Y THE HAGUE  
A MEMBA S S Y P RE TORIA  
A A KMBA S S Y W E LLINGTON

UNC IA S  S T A T E  0 2 731!

E .O. 11152 : N/A

T A GS : OC EN. E TRO, T BIO. S P . N l. C R. HR. IT . AIT. A R,

S UBJE C T: -S UBP OTE NT IN VITRO DIA GNOS T IC  P ROOUC T (RE C A LL
T -RR2 -7I _ __ _______ _
1. FOA  A OVIS E S  OF THE FOLLOW ING RE C A LL:

P ROOUC T INVOLVE O: VE RS A IOR P E DIA T RIC  IN VITRO 01 A GNOS T IC .
3». VIA L. I?  VIA LS  P E R C A RTON. THE P RODUC T IS  US ED A S  A 
BILIRUBIN RE 'E RE RC E  ANO C ONTROL FOR IN VITRO T E S T ING OF 
C HILDRE N'S  S E RUM.

LOT NUMBERS  INVOLVE D: 2 3(112 5 ANO (80 55

MA NUFA C TURE R/RE C A llI NG FIRM:

GENERA L DIA GNOS T IC S . O IVIS ION OF W ARNER LA MBERT.
2 0 1 TA BOR ROAO
NORRIS  P LA INS . NEW  JE RS EY 0 7150

2 . RE A S ON FOR RE C A LL:

C US TOMER C OMP LA INT S  RE P ORTED A FA ILURE  TO RE C OVER LA BEL 
VA LUE S  FOR BILIRUBIN. THE FIRM'S  DUA LITY C ONTROL T E S T ING

FA ILE D TO C ONFIRM C US TOMER P ROBLEMS . HOW EVER. THEY OlD 
recover val ues sl ightl y bel ow  the l abel  statement.

3. P OS T S  A P E  RE Q UE S T ED TO C ONTA C T FORE IGN C ONS IGNE E S  TO 
OE TE RMINE  IF THEY HA VE  ’E C E IVE O RE C A LL T E T T E RS  OA TE C  13 
OC TOBER 117( FOR LOT 2 3(112 5 ANO 11 NOVEMBER H.’S  FOR 
LOT < 80 55. ANY Q UE S T IONS  C ONS IGNE E S  MA T HAVE RE C A ROING 
T HIS  RE C A LL S HOULD 5E  DlRE C T E O TO FIRM. C ONTA C T A T FIRM 
IS  I. A. < 55. MANAGER Q UA LITY A S S URA NC E  ANO REGULA TORY 
C OMP LIA NC E . TELE P HONE  J0 0 -6 J 1-30 (0 .

A . FORE IGN C ONS IGNE E S  A S  FOLLOW S :

LA BORA TORIO S UBS T A tC lA . S . A.
P OL IC ONS  INDUS T RIA L MANS O

U N C L A S S I F I E D

D epartment of S tate
S T A T E  0 2 73(1

MA TEU S /N 
P RA T OE LLOBREGA T  
BA RC ELONA . S P A IN 
(S OLO TOI

LA BORA TORIOS  S UBS T A NC IA , S .A . 
C /0  C OMMERC IA L C OMBA LIA -S A GRE RA  
BA RC ELONA  A IRP ORT
(C ONS IGNED TOI

P A RKE OA VIS  ANO C O 
P  0  BOX 2 7i(
LA GOS . NIGE RIA  
(S OLO TOI

P . BA C A C OS  
OMONIA  S Q UARE  
A THE NS . GRE E C E  
(S OLO TOI

P . BA C A C OS
C /0  GENERA L BA NK OF GRE E C E  
S OC RA TOUS  BRANC H 
A THE NS . GREE C E  
IC ONS IC NE O TOI

W -L HONG AONC  LTO
NEW  INDUS T RIA L BUIlOlMC  0 *
7TH FLOOR. TONG C HONG S T RE E T  
(TA lfcOO S UGAR RE FINE RY)
Q UA RRY BA Y. HONG XC ftC  
(S OLO TO)

O U T G O I N G
T E L E G R A M

N.V. S UBS T A NT IA  
INOUS T. 1-11 
MIJORE C HT. NE THERLA NDS  
iS OLO TO)

W A RNER-LA MBERT  
37 BA NkS  ROAO

DE LA  C IUDA D 3E  MEXIC O C .F. 
(C ONS IC NE O TO*
VANC E



1 4 3

D e p a rtm e n t o f S tilts  -̂ 3 ,

U N C L A S S IF IE D  1 * 0 9

0 0 9 1 2  0 9 0 9 1 3 Z

IS O - 0 0  O E S - 0 6  C C M E -0 0  M E D -0 3  / 0 ? 5  »  
. . . . . . . . . . . . . . . - - - 0 9 0 9 2 0 2  1 0 7 0 1 2  / 2 0

o  0 9 0 7 1 2 7  F E B  7 7  
F M  A M E M 0 A S S Y  K U A L A  L U M P U R  
t o  S F C S T A T F  U A S H O C  6 2 0 8

iiN C L * S  K U A L A  L U M P U R  0 9 1 2

F . n .  1 1 6 5 2 !  n / a

T A B S ! O G E N . F T ’ O , T B IO , m Y
s j R j f c T j S U B P O T E M T  IN  V IT R O  D IA G N O S T IC  P R O D U C T  (R E C A L L  T - 0 * '’ - ’ >

P £ p : S T A T E  2 7 3 * 1

F h P A S S T  C O N T A C T E D  M R . P .K ..M . L E E . D IR E C T O R -M A N A G E R , P A ’ N F R -  
i a M 0 F W T  C M F G I S D w . B E R H A D ,  J A L A N  1 3 /A A , P E T A L IN G  J A V A , S F L * N G 0 °  
” N  F E e , 9 .  F IR M  W A S  n o t  R E C E IV E D  R F C A L L  L E T T E R S  O A T E D  O C T O B E R  1 3  
a n d  m o v e m 3 F R  i o ,  1 9 7 6  F R D n  G E N F R A L  D IA G N O S T IC S , D IV IS IO N  O F  

w a S N c R - L ‘ M E E ° T , 9 0 1  T A R O ’  » O A D . M O R R IS  P L A IN S , N . J ,  E M ° A 3 S *  

w a s  P R D V IO E D  F IR ”  C O P Y  R F F T E L .
M N D fc R h lL L



144

Departm ent o f State TELEGA

UNCLASSIFIED

PAGE 01 HEFLIN 00251
ACTION hEW-06 

I n fo  o c t - b i  e a - 0 9  is o - 0 0

2 1 0 318Z

O ES-06

7666

EB -07 COME-00 /0 2 9  W 
-2 1 0 5 0 9 Z  122564  / l l

R 2 1 0 230Z  JAN 77 
FM AMgMBASSY WELLINGTON 
TO SECSTATE WASriDC 2611

UNCLAS WELLINGTON 0251

E .O , 1 1 6 5 2 : N/A
t a g s : OGEN, ETRD, T 3 I 0 ,  XX, NZ
SUBJECT: excessive moisture invitro DIAGNOSTIC product crecal

NO.430B80?

REF! STATE 005 2 2 0

ETHNOS PTY LTD OF NEWMARKET, AUCKLAND CONFIRMS RECEIPT 
OF RECAL NOTICE FROM ORTHO DIAGNOSTICS IN C , RAPITAN,
NEW JERSEY.
SELDEN
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u w u L H i o i n t u  O U T G O IN G
Department o f  State telegram

P'PACE f l OP n  STATE 005Z11 1861
ORIGIN NEW-06

INPO OCT-01 AF-08 ARA-10 EUt-12 NEA-ll lSO-00 OES-05 /053 R

DRAFTED BY OHEW/FOA: JRWfINROTH. M.0 . :CCX 
APPROVEO BY OES/APT/BMP: WJWALSH, I I I  
OHEW/OIH: BROYSTER
ARA/Efc CJ ACC0INI (INFO)
AF/EX: J TIERNEY IINFO)
NEA/EX: ECAB INCTON <INFO>
EUR/EX: JLTULL IINFOI

--------------------------- 1104UZ 13018? /63
P 1022402 JAN 77 
FM SECSTATE WASHDC 
TO AMCONSUL SAO PAULO PRIORITY 
AUEUflASSY. KINSHASA PRIORITY 
AMEM8ASSY SAN SALVADOR PRIORITY 
AMEM8ASSY IONOON PRIORITY 
AMEM8ASSY BONN PRIORITY 
AUEU8ASSY TEHRAN PRIORITY 
AUEM8ASSY ROSE PRIORITY 
AUEU3ASSY MADRID PRIORITY 
AMEM8ASSY BERN PRIORITY 
AMEU8ASSY LA PAZ PRIORITY 
AMEM8ASSY CARACAS PRIORITY

UNCLAS STATE 005211

STATE 005211

ON 8 OCTOBER 1176 THE FIRM RECEIVED A USP LABORATORY 
PROOUCT PROBLEM REPORT NUMBER 0-2214 WHICH REPCRTED 
THAT OXACILLIN DISCS OF THE ABOVE UENTlONEO LOT GAVE 
ERRATIC RESULTS UPON USE. ASSAYS WERE PERFORMED BY 
THE FIRM ANO THE FOA. THE ASSAY RESULTS INDICATED 
MARGINAL TO LOW POTENCY. RECALL WAS INITIATED BY LETTER 
OATED 10 NOVEMBER 1175. FOREIGN CONSIGNEES WERE INST­
RUCTED TO NOTIFY THEIR CUSTOMERS TO RETURN THE STOCK ON 
HANO TO DIRECT ACCOUNT ANO THE OlRECT ACCOUNT WAS 
INSTRUCTED TO OESTROY ANY STOCK ON HANO OR RETURNS FROM 
CUSTOMERS ANO AOVISE OIFCO OF THE NUMBER OF UNITS DES­
TROYED.

3. POSTS ARE REQUESTED TO CONTACT FOREIGN CONSIGNEES 
TO DETERMINE IF THEY HAVE BEEN INFORMEO OF THE RECALL. 
ANY QUESTIONS CONSIGNEES MAY HAVE SHOULD BE OIRECTEO TO 
THE FIRM. CONTACT AT THE FIRM IS MR. HERMAN NELSON. 
VICE PRESIDENT, TELEPHONE. 3 1 3-161-08 00.

4. FOREIGN CONSIGNEES AS FOLLOWS:

INTERLAB
RUA LUIZ GOES 584 
VILA MARIANA 
CAIXA POSTAL 15112 
SAO PAULO, BRAZIL

E.O. 11652: N/A

TAGS: ODER, ETRD. TBlO. BR, CG. ES. UK, GW. IR, IT, SP,

S2. BL. VE
SUBJECT: SUB-POTENT IN-VITRO ANTIBIOTIC SENSITIVITY 

01 sc ipecaliM ^ bhp
1. FOA ADVISES OF THE FOLLOWING PROOUCT RECALL:

UNCLASSIFIED 
OROGUERIA Y 
01STRIBUI DORA MARIN 
SAN SALVAOOR. EL SALVADOR

OTTO NOROWALO KG 
HE INRICHSTPASSE 5 
HAM8URG 50, GERMAN

PROOUCT INVOLVED: OXACILLIN SENSITIVITY OISC, 1UCG. 
STRENGTH. LA8ELE0 AS FOLLOWS: DlFCO OlSPENS-D-OISC.
OIFCO LABS. OETROIT. MICHIGAN. THE PROOUCT IS PACKAGEO 
50 DISCS PER MAGAZINE. SOLO AS EITHER SINGLE MAGAZINES OR 
6 MAGAZINES PER CARTON. THE PROOUCT IS USED AS AN IN-VITRO 
ANTIBIOTIC SENSITIVITY CISC FOR CLINICAL LABORATORY USE. 
PROOUCT IS LABELED AS ABOVE WITH INFORMATION iNOICATING 
EXPIRATION OATE XXX STORE AT 2-4 DEGREES C. XXX LOT NO. XXX 
OIFCO LABORATORIES. DETROIT. MICHIGAN USA. LABEL ON THE 
CARTON OF 5 MAGAZINES IS SEEN AS THE FOREGOING EXCEPT IT 
ALSO LISTS ‘5 MAGAZINES. 50 OISCS EACH. A INSERT IS 
INCLUOED WITH THE PRODUCT AND IS A STANOARO INSERT FOR 
ALL ANTIBIOTIC SENSITIVITY DISCS WHICH REAOS IN PART 
'BACTO-SENSITIVITY OISCS. ANTIBIOTIC SUSCEPTIBILITY DISCS 
FOR USE IN THE STANDARDIZED ANTIBIOTIC OISC SUSCEPTIBILITY 
TEST XXX OIFCO LABS, OETROIT, MICHIGAN. JANUARY 1176*.

M/S WIOAL CO.. LTO. 
51 AVE SHAHREZA 
KAKH CROSS 
TEHRAN, IRAN

MARTIN HISPANICA 
GASTELLO 101 
MAORIO, SPAIN

» UNCLASSIFIED
LOT NOS:

PROOUCT CODE PACKED CONTROL NO.

6351-10-3 1 MAGAZINE 620165 
6351-11-2 5 MAGAZINE 611241 
6351-11 6 MAGAZINE 625841 
(EXPORTED ONLY)

ALL OF THE THREE ABOVE CONTROL NUMBERS ARE BEING RECALLED 
BECAUSE THEY WERE PACKAGEO FROM THE SAME BULK BATCH.

MANUFACTURER/RECALlINC FIRM:

DlFCO LABORATORIES, 120 HENRY STREET, OETROIT, MICHIGAN. 

2. REASON FOR RECALL:

FOMECO
HOSPITAL MM YEMO 
BP 161
KINSHASA. REPUBLIC OU ZAIRE

OIFCO LABORATORIES 
P 0 BOX 14 8/CENTRAL AVE. 
EAST MOLESEY
SURREY KT 8. OSE 
ENGLANO

BIOTEST SERUM INSTITUTE 
POSTFACH 730250 
6 FRANKFORT /MAIN 73 
WEST GERMANY

OIFCO SAS 
PLAZZA C AMATI 6 
20147 MILAN 
ITALY

CHEMIE BRUNSCHWIG AG 
P 0 BOX 250 
CH-4001 BASEL 
SWITZERLAND

LABORATORIO I NOUSTRIALES
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UNCLASSIFIED
Department o f  State

OUTGOING
TELEGRAM

FACE 92 OF 92 STATE 0IS211

GUZMAN ITOA 
CASILIA « 4 0  
LA FAZ, BOLIVIA

UNCLASSIFIED
CENCO ZOTTI CIEHTIFICA SA
AFARTAOO 10252
CARACAS 108
VENEZUELA
KISSINGER
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UNCLASSIFIED

R4CA 0 0 « 7 °  272 1 1 7 2

00109

W -D -----trc ra -r j----- 4R 4 -1 0  TS O -°0  O ES-06 /0 2 3  W 
? 8»720Z

B ’ 7 2 0 *7 7  JAN 77 
FM AMEMbASSY CARACAS 
TQ SECSTATE WASHOC 6 3 8 °

0 7 4 2 1 6  Z15

IINCLAS CARACAS 0 8 7 °

B .n .  116528 N/A
TARS! OGEN, ET °O , T B IO , VE
SU «Jt SUE-POTENT IN -V IT R O  A N TIB IO T IC  S E N S IT IV IT Y  DISC  
'RECALL 0 - * 5 ° - 7 )

R£F: STATE 065211

1 . EMBASSY CONTACTED CENCO-Z0TTI C IE N T IF IC A  S .A . AS REQUESTED 
TN REFTEL.

° .  nR . BELKYS RIIJANA, ASSISTANT MANAGER FOR LABORATORY PRODUCT3 
STATEO THAT In  FACT TWO RECALL LETTERS HAD BEEN RECEIVED FROM 
DIFCO L A B O R a T d RIFS.  THE FIRST QN£ OATED 5 NOVEMBER 1976  
REFERRED TO LOT TONTPOL NUMBERS *2 0 9 6 5
AND 6 1 9 2 4 1 , WHICH ON CHECKING W£O£ FOUND NOT TO BE IN  STOCK, 
SECOND LETTER n*TEO 10 NOVEMBER 1976 REFERRED TO LOT CONTROL NO, 
*2 6 8 4 1  WHICH CENCO-Z^TTI DID HAVE IN  STOCK ANO WHICH „AS THEN 
OESTRUYE0 ACCO»OINGL*S
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PAGE f l  STATE 171211
ORIGIN HEW-OS

INFO OCT-fll AF-10 ISO-00 ARA-14 EUR-12 
SIG-03 E l-0 1  COME-00 /073 R

MATTED BY: DHEW/FDA: JRWEINROTN 
APPROVED BY: OES/EHP: EH: WJWALSH I I I  
DHEW/PHS/OASH: OIM: RE VANS
IA/ANP: WGALLAGHER (INFO)
EUR/WE: BHCIHLEY (INFO)
AF/S: J  TAYLOR (INFO)
EA/ANF: TWAJOA (INFO)
EUR/VE: JDOBBINS (INFO)
EUR/NE: WNEWLIH (INFO)

-069712 211203Z /11/42
R 202B26Z NAR 75 
FH SECSTATE WASHDC 
TO AHEMBASSY WELLINGTON 
AHEMBASSY CANBERRA 
ANENBASSY MEXICO 
ANENBASSY FARIS 
ANENBASSY BRUSSELS 
ANENBASSY RONE 
ANENBASSY PRETORIA

UNCLAS STATE 071211

C O R R E C T E D  C O P Y  -  FOR ADDRESSEE

E.O. 11652: N/A

TA6S:0GEN, ETRD, EINO, TBIO, HZ, AS, NX, FR, BE, SF, IT

SUBJECT'.FDA ADVISORY -  POTENTIAL FIRE HAZARO IN NEBULIZER 
FOR RESPIRATORY THERAPY. (RECALL T-052-3)

1. FOA ADVISES OF THE FOLLOWING RECALL:
PRODUCT INVOLVED -  THE PROOUCTS INVOLVED IN THIS RECALL ARE 
’ MAXICOOL" AN? "HYDR0-3HPERE" NEBULIZERS USED FOR RESPIRA­
TORY THERAPY IN HOSPITALS.
PROOUCT IDENTIFICATION -  THE NEBULIZERS INVOLVED IN THIS 
RECALL ARE PRODUCED BY NCGAW RESPIRATORY THERAPY, IRVINE,
CA. UNOER THE NAMES ‘ MAXI-COOL* AND "HYDRO-SPHERE". THE 
SPEC IFIC  UNITS INVOLVED ARE THOSE WITH NETAL COMPONENTS IN 
THE INTERIOR PORTION OF THE MANIFOLOS WHICH ARE INSERTEO, 
SCREWEO INTO, THE OUTER CONTAINER.
RANUFACTURER/RECALLING FIRM -  NCGAW RESPIRATORY THERAPY,
16112 MILLIKEN AVE., IRV IE, CALIFORNIA.

2. REASON FOR RECALL RECOMMENDATION -  THE PRODUCT HAS BEEN 
IMPLICATED IN TWO HOSPITAL FIRES IN THE "RESPIRATORY THERAPY" 
ROOMS. THE FIRM INVESTIGATED THE FIRES AH0 WHILE NOT 
DEFINITELY DETERMINING THE CAUSE THEY OIO DETERMINE THAT
TNE POTENTIAL FOR IGNITION DID EXIST WITHIN THE OEVICE 
GIVEN ANY CONATMINATIOH OF THE HO SPITALS OXYGEN SUPPLY.

IN ANY NEBULIZER A POTENTIAL FOR STATIC ELECTRICITY EXISTS  
WITH THE MIST ASSUMING A POSITIVE CHARGE AND THE WATER 
ASSUMING A NEGATIVE CHARGE. IN THE NEBULIZERS UNOER 
•RECALL" (ACTUALLY A FIELD  CORRECTION" THERE ARE SOKE 
STAINLESS STEEL PARTS USED IN THE MANIFOLD LOCATED IN THE 
INTERIOR OF THE MACHINE WHICH CREATE THE POTENTIAL FOR 
•SPARKING" OF THE ELECTRICAL CHARGE BUILT-UP. (THE NEBU­
LIZER S NOT UNDER RECALL AND THOSE RETROFITTED HAVE ALL 
PLASTIC INTERIOR PORTIONS OF THE MANIFOLD WICH ESSENTIALLY 
ELIMINATES THIS POTENTIAL FOR SPARKS).

S . ACTION -  POSTS ARE REQUESTED TO CONTACT FOREIGN 
CONSIGNEES TO DETERMINE IF THEY HAVE RECEIVED AOVISORY FROM 
FIRM REQUESTING "NOT TO USE SUBJECT UNITS UNTIL THEY ARE

U N CLA SSIF IED  OUTGOING
Department o f  S ta te ^ '' TELEGRAM

STATE 071211

RETROFITTED WITH THE NEW MANIFOLD WITH QUALIFICATION THAT 
IN EVENT OF EMERGENCY THE PRODUCT COULO BE U3E0 WITH 
COMPRESSED AIR BUT NOT OXYGEN." OEALERS PRESUHEO TO 
NAVE BEEN SENT REPLACEMENT MANIFOLDS AND TECHNICAL BULLETINS 
WITH INSTRUCTIONS TO CONTACT MCGAW WITH REGARD TO QUESTIONS 
OR FOR ASSISTANCE, IF NECESSARY.

4. FOREIGN CONSIGNEES AS FOLLOWS:
MCGAW ETHICALS LTD ., P.O. BOX IB -069, AUCKLAND 6, NEW 
ZEALAND

ANS/AUSTRALIA PTY LTD ., P.O. BOX 371. EPPING NSW 2121, 
AUSTRALIA HOSP.

DEL SAGRADO CORAZON, TIJUANA, MEXICO

AMERICAN HOSP. CUPPLY, MISSISSAUGA, ONTARIO, CANADA

ANS FRANCE, BOITE, POSTALE 716, 96804 CERGY, FRANCE

VANDER HYDEN, RUE DU MARIAS, 1000 BRUXELLES, BELGIUM

ANS SOUTH AFRICA, P.O. BOX 2726, JOHANNESBURG, S. AFRICA

POCHTECA INTERNACIONAL, MEXICO C ITY , MEXICO

FLETES AEREAS DE MEXICO, AEROPUERTO INTERNACIONAL, MEXICO 
CITY LABORATORI OON BAXTER SPA, 122/124 VIA FLAVIA, TRIESTE 
ITALY. VANCE
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Mr. Rosenthal. You said that the FDA is participating in the so- 
called Peterson committee—the working group. How many meetings 
have you had ?

Dr. Kennedy. I  think that that group has actually physically met 
together once.

Mr. Rosenthal. I s there progress being made? Do you have any 
comment on how things are going ?

Dr. Kennedy. I did not, myself, attend that meeting. Mr. Cooper, 
the Chief Counsel for the Food and Drug Administration, attended 
for us.

I  have reviewed all the documents that have emerged, the draft 
documents, so far.

I  would say that the progress which has been made is pretty en­
couraging, considering how long the effort has been going on.

There is a lot of just plain comparative information to be gathered 
from the several agencies; and that has proceeded, I  think, reasonably 
well. I  think there remain some hard decisions and maybe some argu­
ing to be done.

Mr. Rosenthal. Which hard decisions in the areas of your juris­
diction have yet to be made ?

Dr. Kennedy. I  am just predicting, Mr. Chairman, but I  think be­
cause some of the decisions that I  expect to be easy turn out to be 
hard. Who knows, maybe someday one of the ones I  expect to be hard 
might turn out to be easy.

Mr. Rosenthal. Which ones ?
Dr. K ennedy. But in this particular case, the ones I  would expect 

to be hard are decisions about whether in a particular class of tech­
nology—drugs or pesticides or a class of substances of that sort—the 
United States should take the position that because there is enough 
risk distributed in the class, a very strong position ought to be taken 
that we should not permit exportation within that class to take place 
at all, or only with restrictions so strong that it essentially takes out 
of the hands of the importing nation entirely the decision of whether 
or not to import.

I  think that is where some people tend to disagree.
In the export provisions in our drug bill, which I  have outlined 

to you, that is where we have found people having the most difficulty.
Mr. Rosenthal. The notification and export provisions in your 

bill, how would you describe that in terms of policy ? Is it a change in 
policy, a major change in policy, a dramatic change in policy, or what ?

Dr. Kennedy. That is a surprisingly difficult question to answer, 
because our own law is so internally inconsistent that it is very hard 
to know what the policy is.

Remember that under present law, you cannot export a new drug 
that is not approved at a ll; whereas, with appropriate notification and 
other restrictions, you can do so with an unapproved medical device.

So even within the same subsection of our law, there are differences.
Our proposals for drugs would bring the situation, with respect to 

drugs, rather close to the situation with respect to medical devices.
I t would be a much more stringent export provision than we have 

in some areas of our law—for example, foods—but less stringent in 
some ways than the present blanket on unapproved new drugs.

Mr. Rosenthal. Congressman Brown ?
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Mr. Garry Brown. Thank you, Mr. Chairman.
I  presume, Commissioner Kennedy, that you are aware of Esther 

Peterson’s testimony before us yesterday.
In  that testimony, she said and I  quote:
Different economic, social, and cultural conditions in a foreign country may 

suggest that product whose recent ban or severely restricted test may be justi­
fiable for use in that other country.

Jacob Scherr of the Natural Resources Defense Council said and 
I  quote:

We want to stress at the outset that we do not advocate a prohibition of the 
export of all products that are banned for domestic use.

Is it correct that any drug that is banned for domestic use is banned 
for export ?

Dr. K ennedy. Unless it is an antibiotic, insulin or a drug that is 
a “grandfather” drug under the provisions of our law, then it is not 
subject------

Mr. Garry Brown. The so-called old drugs.
Dr. K ennedy. All of these—in fact, you can export antibodies even 

if they are not certified. There are some respects where that part of 
the law, of course, is much too loose.

But for post-1962 drugs if they are banned here you can’t export 
them.

Mr. Garry Brown. Since Esther Peterson raised Depo Provera as 
an example and you have mentioned it in your testimony, I  noticed 
you say that when you announced you were not approving it for do­
mestic use, you said 1

In announcing our decision, I made it clear that the drug which is approved 
for use as a contraceptive in nearly 70 countries may well have favorable bene- 
fit/risk ratios in those other countries.

Yet, that is almost a meaningless announcement, isn’t  it, because 
U.S. companies can’t export it ?

Dr. K ennedy. That is correct, Mr. Brown. I  am glad you asked the 
question.

The reason I  made the announcement was because several people, 
including your colleague, Congressman Scheuer, and some other mem­
bers of the House Select Committee on Population, believed that our 
decision would hurt in some extralegal, but nevertheless important, 
way the use of Depo Provera overseas.

U.S. drug approval decisions are influential decisions, with respect 
to exportation.

Mr. Garry Brown. Very definitely.
Dr. K ennedy. The purpose of my letter was to try  to say that our 

decision has to be based on the risks and benefits as applied to Amer­
ican women, but it is not a decision that we would expect could be 
transposed with confidence to other nations of the world because the 
availability of alternatives is different, the------

Mr. Garry Brown. That is the key, isn’t it, the availability of al­
ternatives.

In  the Depo Provera case, it seems to me that, to the extent that there 
was a scientific decision made, the availability of alternatives in the 
United States was the cornerstone of your decision to reject the ap­
plication.
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But the availability of alternatives is not the same in Bangladesh, for instance, as it is in the United States.
If you were serving in a similar capacity in one of the lesser devel­oped countries—say in Bangladesh—what would have been your deci­sion with respect to Depo Provera ?
Dr. Kennedy. I don’t want to weasel, Mr. Brown, but I have to preface my answer by saying that any developing nation that had me in charge of its drug approval process would be in deep trouble. [Laughter. 1
Nevertheless, if I were in that situation and had to make the deci­sion on present knowledge all by myself, I think it is likely that for most nations with the population structure, disposable personal in­come, and health care systems of Bangladesh I would approve it.Mr. Garry Brown. I  think you are saving that in looking at the efficacy hazard equation, you have to look at the hazard of nonuse.Dr. Kennedy. That is correct.
Mr. Garry Brown. I believe that there is 13 to 20 times the mor­tality rate in childbearing in other countries as there is in this country.Dr. Kennedy. Yes; that is verv important.
To return to an earlier decision. I would emphasize that the avail­ability of alternatives—although it is a factor in a risk/benefit deci­sion—is only one of a number of factors.
I think that the demographic profile of a nation might be important if people lived to an average age in nation A that is 10 years older than in nation B. And if a side effect involves a condition that only appears near the very end of life, the risk/benefit decision might be very dif­ferent on that ground alone.
Mr. Garry Brown. Would it be better if in many of these cases in­stead of banning, you take some lesser action.
Once you ban in this country, I  think the psychological impact from a political standpoint in anv other country is severe.
In other words, I  think that if it is banned for use here, any leader of another country serving in a capacity such as yours who would ap­prove it would be, in effect, saying: We will permit our population to be exposed to more hazardous products than America will.It seems to me that that creates a real problem from a political and social standpoint in these other countries.
Isn’t there some way that under labeling of some kind that you then say that this is approved but on a very limited basis.
That, it seems to me. would give greater justification for its utiliza­tion, as vou recommend, in these other nations.
Dr. Kennedy. I think that does create a better psychological-----Mr. Garry Brown. I ’m thinking not only of Depo Provera, but of many similar cases.
Dr. Kennedy. I think that is correct.
In that connection, I would want to emphasize that the term “banned” is not an appropriate one for our action with respect to Depo Provera.
Mr. Garry Brown. But nevertheless that is the effect of the action.Dr. Kennedy. No ; not exactly, Mr. Brown.
Depo Provera is approved for use in the United States in the treat­ment of endometrial cancer.



153

The manufacturers had asked for its approval for a new indication; 
namely, as an injectable contraceptive. That approval was ultimately 
not granted, but Depo Provera is still available here for its more lim­
ited indication.

Even if it were not, our decision was not to remove it from the m ar­
ket but rather not to permit it to enter for this particular indication; 
and that is different from banning it.

Mr. Garry Brown. W hat has been your recommendation in this re­
gard with respect to this issue before the Rogers subcommittee ?

Dr. K ennedy. The recommendation consists essentially of the pro­
posals made in the Drug Regulation Reform Act of 1978; namely, 
tha t unapproved drugs of all kinds can be exported but that the Sec­
retary may, if need be—and he is instructed under the proposed law 
to make the judgment in terms of the public health of the citizens of 
the country and the citizens of the United States—choose not to per­
mit that exportation.

Furthermore, the government of the importing nation must indicate 
to the United States that it does not object to that importation. And 
there is provision in the law for providing technical assistance to that 
government from the United States in order to assist it in making 
that, determination if such assistance is needed and requested.

Mr. Garry Brown. In  connection with these hearings, would you 
like this subcommittee to indicate to Paul Rogers’ subcommittee that 
we feel that your position is correct and justified ?

Dr. K ennedy. I t  would be very helpful, Mr. Brown.
Mr. Garry Brown. Thank you. Mr. Kennedy. I  have no further 

questions.
Mr. Rosenthal. Congressman Drinan ?
Mr. Drinan. Thank you, Mr. Chairman.
Commissioner Kennedy, I  take it that you feel that the medical 

device amendments are sort of a model and that if you could have a 
law along those same lines then the problems to some extent would be 
resolved.

Dr. K ennedy. Our proposals in the Drug Regulation Reform Act 
are similar to the medical device amendments, though they do go a 
little further in some respects.

Mr. Drinan. The medical device amendments have not yet been 
applied, have they? There has been no case yet where the medical 
device has been banned.

Dr. K ennedy. That is because the implementing regulations for 
those amendments are not finished yet as you know.

Mr. Drinan. Are there any loopholes there that could possibly also 
reside in H.R. 11611 ?

Dr. K ennedy. We don’t  believe so.
Could I  ask Mr. Cooper to give me some help on that ?
Mr. Drinan. Yes.
Mr. Cooper. We examined the background of the device amend­

ments in drafting our recommendations in the drug legislation.
We believe we have provided for an adequate system.
Mr. Drinan. All right.
The bottom line is this. I f  that bill is passed, will you have control 

over the export of cyclamates ?
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As you know now, Abbott Laboratories and others are exporting 
them widely—all through Europe and Canada—despite the ban of the 
Food and Drug Administration.

Dr. Kennedy. We won’t have control over cyclamates.
Mr. Drinan. Do you want control over cyclamates? Do you want to 

ban them because they are in the 109 ingredients that the FD A has 
banned ?

Dr. Kennedy. I  would not think that—let me back up a minute.
I think that it is probable that in many cases it would be useful 

to have some of the notification provisions and the restrictions avail­
able to us in the proposals for drugs and also for food additives, al­
though there would be some administration problems for us in that 
section of the law.

But I  don’t  think that I  would want to be able to put a blanket ban 
on the export of unapproved food additives here, any more than I  
would want to for unapproved or banned pesticides.

I  think you can think of cases—and I  have a couple in mind—in 
which-----

Mr. Drinan. No one is banning that completely. The Administra­
tor has the power to give a license in certain cases.

But the new bill that is being touted as the model still will not 
do anything about cyclamates.

Here is one instance where the companies are exporting them widely. 
There may or may not be notification; there is no notification on the 
cyclamates that go to Canada or to Europe that this item has, in fact, 
not been registered or has ever been banned by the FDA.

So this is one area where this new law that is proposed—and it may 
become law—does zero.

Dr. Kennedy. Yes. I t  does not apply to food additives.
Mr. Drinan. Why not ?
Dr. Kennedy. Because another part of our law defines food ad­

ditives in such a way that it clearly differentiates them from drugs.
Mr. Drinan. But if they are dangerous and if they can be cancer 

causing, why shouldn’t  we include them ?
Dr. K ennedy. I  guess my belief is that if we did so, it would pro­

duce more difficulties for us than it would solve.
Mr. Drinan. That is not very satisfactory.
I f  they should be banned for the American people, why should 

we allow their export when we are seeking to ban the export of other 
substances which have also been banned ?

Dr. K ennedy. I  have no argument with the merit of your sugges­
tion.

Mr. Drinan. Why didn’t  the FDA put that in the bill that is before 
the Rogers subcommittee ?

Dr. K ennedy. Because we had to limit this bill to drugs. We are 
going to do food legislation next year, and then I  hope that we will 
be able to settle the import question for foods.

Mr. Drinan. I  don’t see the difference though. I t  will be before 
the same subcommittee, it is the same substance. I t  may be the same 
question. Maybe it is a different statute.

Dr. K ennedy. We just did not consider that to raise the entire set 
of issues connected with food, which are under a different title of 
the Food, Drug and Cosmetic Act, was something that we could do
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when we were addressing primarily a whole set of problems having 
to do with drugs.

I guess it was a decision about how much we could accomplish at 
one time.

Mr. Drinan. All right. It is a rule of convenience then.
Let me go back to the adulterated foods.
The FDA, as I understand it, has no systematic surveillance or in­

spection of adulterated foods.
We have examples in the material the staff has prepared that some 

6,700 boxes of insect-contaminated rice were sent to Chile. And quite 
by happenstance, the FDA apparently intercepted that.

Under the new bill, is there any new power given to the FDA 
where they could inspect or have some control over the exportation 
of adulterated food?

I suppose your answer is that food comes next year; right?
Dr. Kennedy. I am afraid so; yes, sir.
Mr. Drinan. I hope it is early next year, because somehow food 

has not surfaced as much as the things that are before us.
I thank you for your testimony.
Dr. Kennedy. Thank you, sir.
Mr. Rosenthal. Congressman Levitas ?
Mr. Levitas. Thank you, Mr. Chairman.
I regret I was not able to be at the hearing yesterday because of 

another oversight hearing.
I would like at this point, before I ask Mr. Kennedy some specific 

questions, to make some general observations with respect to the thrust 
of these interesting and important hearings you are conducting.

What concerns me is that in some ways the thrust of what these 
hearings are pointed at manifests a colonial mentality of some sort, 
or a missionary complex, is that what is good for the United States is 
necessarily good for everybody in the world, and that we ought to 
be making decisions for other economies, other environments, and 
other health profiles.

Mr. Drinan. Would the gentleman yield?
Mr. Levitas. In just a moment. [Laughter.]
I realize my good friend, Father Drinan, wants to take specific ex­

ception to the use of the words “missionary complex.”
Mr. Drinan. You read my mind. [Laughter.]
Mr. Levitas. But while I think it is certainly incumbent upon the 

United States and its governmental agencies not to engage in a pat­
tern of practice of poisoning or polluting the world, I think that the 
issues are not black and white.

The types of efficacy/hazard ratios, the cost/benefits, the economic 
needs are all matters of balance.

I do not think it is the responsibility of the Colonial masters or the 
holders of Christian doctrine to be the missionaries for the world.

While we need to make the information available and provide such 
technical assistance and advice as is appropriate, what may be good for 
the United States may not be good for some other nation in the world, 
and vice versa.

With those few comments, let me turn to the problem of the Delaney 
amendment and saccharine, for example, or cyclamates.
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Under our present statutory framework, leaving aside the 18-month postponement, if a food additive is found to produce cancer in labora­tory animals, it is automatically prohibited.That is not the test elsewhere in the world—in all places of the world; is that correct ?
Dr. Kennedy. It is not the test in all places in the world.Mr. Levitas. Do you understand that if the food area, which will be taken up next year, is treated in the same way as devices, and leav­ing aside any change in the Delaney amendment, that you as the head of the Food and Drug Administration almost would have to ban the export of foods prohibited in this country under the Delaney amendment ?
Dr. Kennedy. If  the provisions in the hypothetical food regula­tion reform act of 1979 followed our design for the Drug Regulation Reform Act of 1978, we would be able to do so judgmentallv if we thought that exportation provided a public health hazard.We would be able to permit it if, in our judgment, it did not.You give me the opportunity to cite a useful example. I am treading on dangerous ground here, because there is a pending hearing and I am separated from it.
But I think it would be fair to say that two large national groups of capable scientists could conceivably draw different conclusions from the results of a chronic toxicology test. Indeed, it appears that that situation might one day exist between Canada and the United States with regard to two chemically, slightly different types of red coloring matter.
I  don’t see anything wrong with the world in which each nation would be free to trade with other nations, according to its own sci­entific convictions—if I make my point.
Mr. Levitas. I think that responds to the main question I  had. Do you feel that the type of proposals which are presently in place or under consideration give you, as an Administrator, sufficient flexibility to exercise that type of judgment or do you think there is a need for more flexibility ?
Dr. Kennedy. If by proposals now under consideration you mean something approximately modeled on the same plan as our proposals in the new drug law, then the answer is yes; I think they do provide adequate flexibility.
Mr. Levitas. Thank you.
Now I will be happy to yield to my colleague who has much more experience and history in the perpetuation and propagation of the true faith.
Mr. Drinan. I just want to commend him for reading my mind and correcting his misstatement. [Laughter.]Mr. Rosenthal. Mr. Brown ?
Mr. Garry Brown. Thank you, Mr. Chairman.I would just like to go back to an earlier discussion.1 our authority for banning the export of new drugs, I assume, stems from section 505 which says: “No person shall introduce or de­liver for introduction in interstate commerce any new drug unless an approval of an application filed pursuant to subsection (b) is ef­fective with respect to such drug.”
That is in interstate commerce.
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Let us assume that firm X  decides to manufacture a drug. I t doesn’t 
engage in interstate commerce—not to offer it for sale and not to sub­
mit it for approval by you but only for export.

I know the answer to the question, Mr. Kennedy. I t is in your defini­
tion of interstate commerce.

I  don’t  think I  have ever seen it defined the way it  is in your 
statement.

I  think our Founding Fathers would turn over in their graves, since 
they also discussed foreign commerce in the Constitution.

But in interstate commerce, which is defined in your basic law as 
k‘The term ‘interstate commerce’ means commerce between any State 
or territory and any place outside thereof.”

Mr. Cooper. Perhaps that should be read as a shorthand reference 
to interstate and foreign commerce—both of which are within the 
power of Congress.

Mr. Garry Brown. Sure. I  just wondered about the source of your 
authority. And then I  read the definition of interstate commerce.

Mr. Cooper. Constitutionally, they are both within the power of 
Congress.

Mr. Garry Brown. Of course.
But do you think that our Founding Fathers would have contem­

plated that interstate commerce and the interstate commerce clause 
would read as it has been defined in this act ?

I t  is not your fau lt; it is Congress, obviously.
But isn’t that a rather strange definition ?
Mr. Cooper. I t is strange, but I  think it can be read as interstate 

and foreign.
Mr. Garry Brown. Thank you.
Mr. Rosenthal. Thank you very, very much. We appreciate your 

testimony, and we appreciate your understanding of the nature of the 
problem.

We also appreciate the information that we requested and your giv­
ing attention to whatever remedies can be dealt with by Executive 
order quickly—just in case there are any landmines in the legislative 
route.

Thank you for being with us.
Dr. Kennedy. Thank you, Mr. Chairman.
Mr. Rosenthal. Our next witness is Barbara Blum, Deputy A d­

ministrator of the Environmental Protection Agency.
Congressman Le vitas ?
Mr. Levttas. Thank you, Mr. Chairman.
I  would like to take this opportunity to welcome a constituent of 

mine to this committee, Ms. Blum, who is the Deputy Administrator 
of the Environmental Protection Agency. She has for many years 
been very active as a business person and as a public participant in 
advocacy before State and Federal legislative bodies.

I  am very proud of the service she is rendering to this administra­
tion.

I  believe that there have been some major improvements in the 
Environmental Protection Agency under the leadership of Mr. Costle 
and Ms. Blum.

I t  is a pleasure to have her with us today, and I would like to in­
troduce her in that fashion to this subcommittee.

32-427 0  -  78 - 11
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Mr. Rosenthal. Thank you very much, Congressman.Ms. Blum, we are delighted to have you here.
We know you have a prepared statement, and we are very anxious to hear it.

STATEMENT OF BARBARA BLUM, DEPUTY ADMINISTRATOR, EN­
VIRONMENTAL PROTECTION AGENCY; ACCOMPANIED BY ALICE
B. POPKIN, ASSOCIATE ADMINISTRATOR, OFFICE OF INTERNA­
TIONAL ACTIVITIES; AND ROBERT H. WAYLAND III, OFFICE OF
LEGISLATION

Ms. Blum. Thank you, Mr. Chairman.
I would like to give you the prepared statement for the record.Mr. Rosenthal. Without objection, it shall be included in the record.
Ms. Blum. I  have here with me today Alice Popkin, who is the As­sociate Administrator for International Activities for the agency, and Robert Wayland of our Office of Legislation.With your permission, what I really want to do is submit the pre­pared statement and then comment on some of the questions that I think you may have from the testimony yesterday—the NRDC testi­mony and the General Accounting Office testimony.Let me say first that I agree that notification procedures should be improved and that there have been deficiencies in the past. This is something that I have been aware of and personally interested in looking into, even prior to the GAO report.
I think that there are some things that we can do within the frame­work of the pesticide notification policy that Congress has mandated in FIFRA.
We are also supporting the new amendments to FIFRA that will strengthen the export notification provisions.
We have, however, gone beyond the requirement of the law to ad­vise other countries of some of the specific regulatory actions. One example would be the Leptophos tolerance revocation through the 17 (b) mechanism.
That, of course, is our mechanism for notifying the State Depart­ment of final actions on pesticide registrations.
We have conducted embassy briefings about possible regulatory actions and procedural aspects of our rebuttable presumption risk reviews. I participated in one of those.
And we are an active participant in the world organizations which are sharing pesticide regulatory information on a continuing basis.One example of that is the OECD, in which we participate in two active chemical groups. If there are anv notifications of any of the member nations of OECD, some 24 nations, we notify both through OECD and through the member nations, as they do us.U.S. law mandates use-by-use pesticide regulation. The degree of hazard and the extent of each use vary widely. Thev vary both in the United States and abroad, and we don’t regard all cancellations as having equal significance, requiring 17 (b) notification.We would not wish our notices or these hearings to create the im­pression that each EPA regulatory action has been prompted by a grave threat to human health or the environment.
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Let me cite some examples to clarify that a little.
Although we did cancel one use of quaternary ammonium com­

pounds in 1973, our decision not to make a 17(b) notification was 
based in part on the widespread and continuing lawful use of the chem­
icals and disinfectants still approved by EPA , which were unaffected 
by the 1973 action to discontinue only one area of use, poultry drink­
ing water and disinfectant uses.

Regulatory action was not completed on the widely used insecticides, 
heptachlor and chlordane, until this past March due to protracted 
administrative appeals by producers and users of these pesticides.

17(b) notice was transmitted to the State Department early in 
April, a month after regulatory action was concluded. The terms of 
the cancellation provide for up to 5 years of additional domestic 
use, however, for some purposes.

E P A ’s agreement to phase out use of these chemicals, when cancella­
tion proceedings were initiated because of cancer-causing properties 
exhibited by them in laboratory experiments, demonstrates our 
agency’s appreciation for the considerable benefits a dangerous pes­
ticide may afford. By law, we weigh the benefits against the risks in 
making our regulatory judgments.

I f  this doesn’t clearly suggest that pesticide regulatory issues are 
exceedingly complex, let me illustrate a further consideration for U.S. 
policy on exports of these compounds—very few of which are com­
pletely innocuous from a health or environmental viewpoint. I  need 
to stress that.

Much of the Third W orld is looking to pesticides as one part of 
the answer to life-shortening epidemic illnesses and starvation, and 
I  think this is a point that Congressman Levitas made very early.

These are not benefits which we typically weigh here in the United 
States. One rather simple example would be whether or not a country 
should use a pesticide to control malaria when that pesticide is pos­
sibly carcinogenic. But that country is weighing the immediate pros­
pect of young people contracting a pest-borne illness and dying against 
the long-term effects of something that is possibly carcinogenic.

I  think that decision, as Congressman Levitas pointed out, is very 
difficult for us to make for another country. I t  is a moral decision that 
I  think is theirs.

Mr. Rosenthal. I  assume the underlying assumption of that prop­
osition is that the foreign country should receive all adequate in­
formation.

Ms. Blum. Absolutely.
Mr. Rosenthal. And presumably they are in a position to under­

stand and digest that information.
Ms. Blum. I  should hope so.
Yes; I  certainly think that they should have that.
Mr. Rosenthal. I  think we all probably generally agree with that, 

that we have to let each sovereign nation make its own judgments.
The question is: Are our notification procedures adequate and do 

we follow them up adequately?
In  the case of EPA , it would appear to me prima facie that we have 

not done that.
You kind of admit that E PA  has not done an adequate job of notifi­

cation ; is that correct?
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Ms. Blum. Yes. I don’t think we have done an adequate job of 
notification in the past.

Mr. Rosenthal. H ow would you describe the job you have done of 
notification if you had to rate it ?

Ms. Blum. You mean if I  am rating it A, B, C, or D?
Mr. Rosenthal. Somewhere between satisfactory to pitiful.
Ms. Blum. Between satisfactory and pitiful, I  think we have done 

just a very ordinary job, where we should be doing a very extraordi­
nary job.

Mr. Rosenthal. The question is : What are you going to do about it?
Ms. Blum. We are doing several things about it right now.
We are examining our own internal processes. We are trying to work 

with the State Department to find a better way to implement 17(b). 
There seems to have been too many places where it fell through the 
boards—both at our agency in getting it to the State Department in 
a timely fashion and on the part of the State Department whose 
responsibility it is under FIFR A  to notify various embassies and the 
embassies then notifying the people in various nations.

In the case of the lesser developed countries, there may also be 
institutional problems in making effective use of information on pes­
ticides which is conveyed by the United States. For example, I  came 
back just recently from Nigeria. I  was discussing the pesticide problem 
with the Minister of Environment of Nigeria.

The whole EPA in Nigeria is one person. The Minister has one pro­
fessional and one secretary.

He said that the person you notify in this country is me. There are 
j ust three of us, and I  can’t really cope with it.

I  think that we are going to have to take some responsibilities, par­
ticularly with some of the lesser developed countries, to make sure that 
we are not only notifying the right person but that the right person 
can handle the material that we give them.

One of the things that we have put together that may make it simpler 
is a pamphlet on “Suspended and Canceled Pesticides” that we hope to 
translate into foreign languages. I t  is in English right now.

We hope this will make it a little bit simpler to understand.
Mr. Rosenthal. What countries do you distribute those to ?
Ms. Blum. We are going to distribute them to every country with 

which we have diplomatic relations. But this will not be in lieu of 
notification.

Mr. Rosenthal. You state on page 3 of your testimony that of the 
15 pesticides canceled or suspended, 5 are exported.

The information we have is that at least 10 are exported.
Ms. Blum. To my knowledge, the only five that are exported are 

chlordane, heptachlor, DDT, leptophos, and mercury.
Mr. Rosenthal. I  have some figures for 1976:
Aldrin, 342,000 pounds were produced and 342,000 pounds were 

exported.
Benzene hexachloride, 1,432,000 pounds were produced and 456.000 

pounds were exported.
Chlordane in three forms, 159,000 pounds were produced and 159,- 

000 pounds were exported.
Chlordane in one form, 82,710 gallons were produced and 82,460 

gallons were exported.
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DBCP—Dibromochloropropane—25.000 pounds were produced and 
25.000 pounds were exported.

DDT in 13 forms, 25 million gallons were produced and 25 million 
gallons were exported.

DDT in five forms. 286.000 pounds were produced and 286,000 
pounds were exported.

Heptachlor in nine forms, 1,511,000 pounds were produced and 
1,347,000 pounds were exported.

Heptachlor in one form, 23,000 gallons were produced and 20,000 
gallons were exported.

And it goes on.
There is apparently a discrepancy in what you tell us and what 

the information reveals.
Ms. Blum. That is because you are reading from 1976 imports and 

my information is coming from the 1977 report.
In 1977, of the 15 canceled or suspended, there are now only 5 that 

are exported.
Mr. Wayland. We provided a complete list by manufacturer and 

production volumes to the committee this morning.
DBCP, for example, is no longer produced in the United States.
Aldrin/dieldrin production moved out of the United States in 1975, 

and I  think what you see in the 1976 export data are exports of exist­
ing stocks on hand at the time the cancellation was effective.

Mr. Rosenthal. Do you want to disclaim responsibility—and I  
suppose you should—for anything this agency did prior to January of 
1977?

Ms. Blum. No. T think I  would just rather say that we are gome; 
to do better after January of 1977.

No; we won’t disclaim responsibility. But I  was simply pointing 
out that the information we provided you this morning was the more 
up-to-date information which probably has not reached vou yet.

Mr. Rosenthal. Yesterday the GAO testified that EPA had deter­
mined that nine regulatory actions taken by EPA were not appropriate 
for notification to foreign governments. Are you aware of that testi­
mony ?

Ms. Blum. Yes.
Mr. Rosenthal. Can you explain it to us ?
Mr. Wayland. I think Barbara Blum’s example of quarternary 

ammonia illustrates that whenever you are faced with a subjective 
judgment, such as whether a particular regulatory action has “national 
or international significance,” you have the potential for reasonable 
people to arrive at different conclusions. Apparently, the GAO and 
EPA came to different conclusions when applying this standard to 
at least some of the cancellation actions cited by GAO.

Quaternary ammonia is very widely used in the United States 
in a variety of disinfectants.

The cancellation of the poultry drinking water disinfection use 
came about primarily because the manufacturers of quaternary am­
monia didn’t wish to do testing that would be necessary to establish 
a tolerance for that particular use.

Rather than go to that expense they said it is not w’orth it. Since it 
was not possible to make the judgments necessary to establish a toler­
ance without the submission of additional data, that use was canceled.
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But we, frankly, don’t think that that ranks with aldrin and dieldrin or heptachlor or chlordane in significance.
The record is certainly spotty, and there are instances where noti­fication should have been made and there wasn’t and-----
Mr. Rosenthal. Which instances were there of notification that should have been made and were no t; can you tell us some of the cir­cumstances surrounding those instances ?
Mr. Wayland. One that comes easily to mind is that I  think we 

probably should have notified on the heptachlor/chlordane suspension action.
In fact, when our cancellation action was concluded, we did make notification. We made notification some 5 years prior to the effective date of that cancellation.
But suspension is an intermediate action for emergency purposes taken before final cancellation. The law provides that we can provide notice upon suspension, and we didn’t do so.
Mr. Rosenthal. What about kepone? You didn’t notify anybodv on kepone.
Mr. Wayland. Oh, yes, we did. Absolutely.
Mr. Rosenthal. The GAO said you didn’t.
Mr. Wayland. The GAO is incorrect.
Mr. Rosenthal. Did they submit their report to you before they submitted it to the Congress ?
Mr. Wayland. Yes; they did.
Mr. Rosenthal. And you had a chance to correct it or discuss it with them.
Mr. Wayland. And we told them that the kepone notice was sent out in April.
The report was prepared in March, and released in May, and there was no modification of the report between those two times.
We commented on the draft report, and the kepone notice went out in April. This is a month prior to the effective date of the cancellation for certain of the kepone products.
I t  does follow, by about fi months, the conclusion of our regulatory activity. That is an example, I  think, of where we should have acted sooner.
But in point of fact, kepone production stopped sometime well before our regulatory action was concluded.
Mr. Rosenthal. When did you take the regulatory action on kepone ?
Mr. Wayland. The final action was in December of 1977.
Mr. Rosenthal. But the determination was made 6 months prior ■to that ?
Mr. Wayland. No.
Our determination was made in December of 1977. The action was •effective in May of 1978. We provided our notice in April of 1978.Mr. Rosenthal. Why didn’t you provide the notice in 1977 ?
Mr. Wayland. I  think that we should have provided it.
Mr. Rosenthal. Kepone was a deadly chemical.
Mr. Wayland. I  don’t know that I  would share that opinion, Con­gressman.
Pesticides can harm you in a lot of ways. Some pesticides can kill •you if you have a small amount on your skin.
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Mr. Rosenthal. What damage does kepone do to people ?
Air. W ayland. I t  causes nerve damage after presumably long pe­

riods of exposure at relatively high levels, or lower levels of exposure 
■over a lifetime.

Mr. Rosenthal. And you didn’t think people should be notified 
about that when you took the regulatory action or when you made the 
•decision of its-----

Mr. W ayland. We do think that people should be notified.
Mr. Rosenthal. Six months elapsed in 1977 after the new admin­

istration had taken hold of this agency. Six months elapsed between 
■the time you knew of this threat and the time that you sent out the 
•notice.

Ms. Blum. I  think you are absolutely right. I  think there should 
not have been a 6-month lag if there was—and you say that there was, 
Mr. Wayland.

Mr. Wayland. That is correct. However, the notice went out before 
the effective date of the cancellation.

Mr. Rosenthal. I understand that. You could have made the ef­
fective date 25 years from now, but once you have the information, it 
would be nice to let people know about it.

Ms. Blum. You are absolutely right.
You asked for examples, and Mr. Wayland mentioned chlordane- 

heptachlor. That was suspended in 1975; it was canceled in 1978; and 
our notification didn’t go out until the cancellation in 1978.

The countries should have been notified at the time of the suspension 
in 1975. So I don’t think we are in disagreement.

Mr. Rosenthal. One of the things we are concerned with is not only 
with the damage pesticides can do overseas to the citizens of foreign 
countries but is there a threat of agricultural products being treated 
with banned pesticides and then being reimported into the United 
States ?

Ms. Blum. Yes and no. The reimportation problem-----
I don’t know if you are aware of it, but under the Federal Food, 

Drug and Cosmetic Act, EPA is responsible for establishing toler­
ances. These are tolerances on the legal limits of pesticide residues 
which can safely remain on agricultural products being sold in inter­
state commerce or imported into the United States.

So at the border, fruits, vegetables, and so forth which are grown 
in another country, or at the dock or wherever they are coming in, 
are all tested by the Food and Drug Administration for the tolerance 
levels that we have established.

Insomuch as that process works, we are' protected from unsafe res­
idues of pesticides on agriculture commodities, regardless of country 
of origin.

Mr. Rosenthal. Does it work ?
Ms. Blum. I  am told that it does.
I  feel that with any kind of a testing procedure, there is always 

going to be room for some kind of error occasionally. But, in general, 
yes, I  am sure that tolerances work.

Mr. Rosenthal. Do you have any statistics on actions taken by FDA 
on products that were rejected because of a high tolerance on 
pesticides ?



164

Ms. Blum. I  don’t have that with me, but I  can provide it for the 
record or ask FDA to provide it for the record.

There have been some, yes.
[The material referred to may be found on p. 200.]
Mr. Wayland. I  couldn’t give you specific numbers of lots that are 

examined and instances where the produce was refused at the border, 
but one thing many exporting countries are acutely aware of is the 
tolerance system and U.S. EPA tolerance requirements.

Very frequently, they will adjust their pesticide usage in a country 
to assure that they do not exceed the ILS. domestic tolerance on com­
modities exported to the United States.

We were in a dialog quite recently with Mexico over the question 
of whether or not Mexican produce is contaminated with pesticide 
residues exceeding the limits established by EPA. By and large, it is 
not.

Ms. Blum. We also work closely with Canada on this, which is 
another big—*—

Mr. Rosenthal. But there is a difference between high levels of 
residue on pesticides that are approved and pesticides that are dis­
approved.

Mr. Wayland. The food commodity cannot be imported unless there 
is a tolerance established for that pesticide on that food.

Consequently, residues which have not been approved for food im­
ported into the United States because pesticides have not been ap­
proved for use are not permitted.

Mr. Rosenthal. What foregin countries are using today pesticides 
that we have disapproved and are not permitted for use in the United 
States ?

Mr. Wayland. Quite a few, though not always for agricultural 
purposes.

Ms. Blum. A lot of them.
Mr. Rosenthal. Could you tell us the names of some of them?
Ms. Blum. The lesser developed countries—India, many of the 

African nations.
Mr. Rosenthal. Which African nations?
I am trying to follow through which products we import.
Ms. Blum. I  can tell you just generally, and I  can provide that for 

the record.
[The material referred to may be found on p. 191.]
Ms. Blum. There are many countries now, for example, manufactur­

ing their own DDT. So although we do export DDT, most of the 
purchases are now made abroad—a fact over which we have very 
little control.

Mr. Rosenthal. Can you think of specific countries and specific 
pesticides that we disapprove that are being used in those countries?

Mr. Wayland. I  think there is one area wre ought to clear up before 
we get into examples.

That is that there are still on the books in the United States toler­
ances for pesticides that have been cancelled for use in the United 
States. This is because there is a background level of DDT, for ex­
ample, in the environment.

Crops grown in the soil in your state and all over this country have 
DDT residues on them when they come to market.



165

Mr. Rosenthal. From years ago ?
Mr. Wayland. Absolutely.
Mr. Rosenthal. H ow long does that residue level continue ?
Mr. Wayland. I  think the DDT soil half-life is something like 12 

years.
There is also a considerable amount of aldrin/dieldrin in the soil.
We have lowered the DDT tolerance level to account for gradual 

decline in the background levels of DDT in the soil and water of the 
United States. Our cancellation was probably too recent to permit us 
to crank down the tolerances on aldrin and dieldrin, however, with­
out posing problems for U.S. fanners who have stopped using these 
chemicals but whose crops nevertheless bear residues.

These are the major pesticides which were used in agriculture and 
which have been canceled. Many of the others you discussed were not 
used in substantial quantity on food.

Mr. Rosenthal. I understand.
But now having that information, what I  am interested in knowing 

is what countries today are using pesticides that we prohibit the use of 
in the United States?

Ms. Blum. As I said, I can only answer that in general and provide 
the specifics for the record. But many of the lesser-developing coun­
tries are-----

Mr. Rosenthal. I would like to try to have an example of a coun­
try and a product that we import.

Mr. Wayland. I have quite a few FAO figures—U.N. Food and 
Agricultural Organization—on pesticide use overseas. But the figures 
are really pretty poor.

We don’t have good figures on what pesticides U.S. farmers use, 
because they are not required to report that.

We know what moves in commerce in the United States, but we 
don’t know what is being used on a given crop at a given time.

Benzene hexachloride, for example, those registrations were con­
verted to lindane registrations in the United States some years ago. 
BHC is evidently used in cocoa-producing countries to control a pest 
of cocoa. There are, presumably, BHC and lindane tolerances which 
apply to both the residues on raw cocoa beans imported into the 
United States and finished chocolate products.

Mr. Rosenthal. Do we import any food products from Nigeria, for 
example.

Ms. Blum. Not that I know of.
Mr. Wayland. I am not an expert on Nigeria.
Ms. Blum. I couldn’t guarantee that we don’t, but I  don’t believe 

that we do.
I  can provide you that for the record.
In my informal discussions with the Nigerian Government, I  asked 

them that question. I  don’t believe that they-----
Mr. Rosenthal. H ow about Uganda ?
Mr. Wayland. Certainly Uganda is a major coffee producer.
Mr. Rosenthal. Do we import a lot of their coffee ?
Ms. Blum. And Kenya is a major-----
Mr. Rosenthal. I  just want to stick with Uganda for a minute.
Mr. Wayland. Although we established tolerances, they are en­

forced by FDA. FDA has people on the docks looking at the-----
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Mr. Rosenthal. We don’t have a diplomatic mission in Kempala 
do we?

Mr. Wayland. That doesn’t mean that the produce can enter the 
United States in violation of tolerances.

Mr. Rosenthal. H ow do you know that ?
Mr. Wayland. Imports are examined by FDA for tolerance com­

pliance. I t  is done on a spot-check basis.
We don’t take their word for it that they don’t use these things. We 

examine on a random basis food lots which are imported.
If  a violative sample is found, the shipment is refused.
Mr. Rosenthal. And you think the examination is adequate for the 

protection of American society ?
Mr. Wayland. I  think FDA could better comment on that. I t  is 

their very large responsibility to detect “adulteration” of food and 
prevent sale of food bearing unhealthy pesticides residues.

I know they are able to inspect a relatively small number of samples 
of the total-----

Mr. Rosenthal. As Ms. Blum brought up, for example, in Nigeria 
they have only three people in their environmental agency. I  doubt 
they would be in a position to make the kind of examinations and have 
the kind of intellectual inquiry that the situation warrants.

I  am trying to find an example of a country where we do import a lot 
of foodstuffs, such as Uganda, a presumably developing country. I 
would like to know if we are selling them any pesticides that are pro­
hibited for sale and use in the United States.

Mr. Wayland. I  may be able to tell you whether we shipped any 
DDT to Uganda recently, but that is probably the only figure we have 
available.

Ms. Blum. While he is looking for that figure let me sav that even if 
he finds it, it does not mean that Uganda did not get DDT from an­
other source.

Mr. Rosenthal. I  understand that completely.
Mr. Wayland. Uganda imported 4,400 pounds of DDT from the 

United States in 1969.
Bureau of Census data does not show any further Ugandan DDT 

imports for this country subsequently.
Mr. Rosenthal. Are there any other prohibited chemicals that they 

purchased ?
Mr. Wayland. I have FAO figures on imports-----
Mr. Rosenthal. Do you have anv way you could tell how long the 

DDT they purchased in 1969 would last ?
Mr. Wayland. That is not very much DDT—India and Paki­

stan—
Mr. Rosenthal. But DDT lasts 12 years you say.
Mr. Wayland. I t  will be in the soil: that is correct.
Mr. Rosenthal. So we have until 1981.
Mr. Wayland. I  think we have a good bit beyond that.
Mr. Rosenthal. I  know that. But Uganda is a developing country 

that we have problems with in diplomatic relations.
But we are importing a lot of their coffee, and you sav it has no 

DDT because the Food and Drug Administration has taken a good 
look at it.
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Mr. Wayland. I  think there probably is some DDT there—just as 
there is in U.S.-grown products.

Mr. Rosenthal. Do you think there is more DDT in Uganda coffee 
than in Colombian coffee ?

Mr. Wayland. If there is and it is over the tolerance, it is refused 
at the border if it is detected.

There cannot be more than the allowed tolerance level and the im­
port be lawful.

Mr. Rosenthal. I s every bag examined or is this by spot check ?
Mr. Wayland. Spot checks of less than 1 percent.
Mr. Rosenthal. You have a lot of confidence in that ?
Does the FDA work at a more efficient level than the rest of this 

Government of ours ?
Mr. Wayland. I think they do a good job with pesticide residue 

detection and enforcement within the limits of the resources devoted 
to this activity and the technical challenge presented by analyzing 
food for numerous residues.

Mr. Rosenthal. How do they do in terms of notification—as of­
ficially the EPA has done in the last 2 years ?

Mr. Wayland. I don’t have any knowledge of that.
Mr. Rosenthal. Congressman Brown ?
Mr. Garry Brown. Thank you, Mr. Chairman.
When you make a determination to act on a pesticide as of a cer­

tain effective date, does your effective date have to be prospective 
rather than immediate?

Mr. Wayland. No ; it does not.
Mr. Garry Brown. You just decide that the effective date of your 

determination in that one case would be 6 months on kepone; is that 
correct ?

Mr. Wayland. That’s right.
Most of our cancellation decisions have permitted the registrants 

to dispose of existing stocks. Otherwise there is a problem of trying 
to collect them and destroy them in some fashion.

Sometimes it makes more sense to allow them to be used and get 
whatever pest control benefit that can be derived from the chemical 
than to try to collect and destroy it.

Mr. Garry Brown. So you attempt to look at what the stocks are in 
arriving at what your effective date will be.

Mr. Wayland. That’s correct.
Mr. Garry Brown. We have discussed pesticides and insecticides. 

What about food additives for livestock such as DES?
That is agriculture, isn’t it, or do you have that now? I  forget who 

has it.
Ms. Blum. That is the Food and Drug Administration.
Mr. Garry Brown. Do you know what the situation is there with 

respect to the importation of livestock products?
Ms. Blum. I believe it is exactly the same as it is for the importa­

tion of food crops except that USDA has responsibility to sample and 
analyze meat and poultry products.

Mr. Garry Brown. And that is that they are inspected and only the 
same tolerances permitted for domestically marketed products can 
be in the import products ?
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Ms. Blum. That is correct.
Mr. Garry Brown. In section 8 of yonr act, you have provision for 

manufacturers to maintain records and provide you with information.
What happens to that information? Do you compile it for a con­

gressional committee, or do you utilize it in examining what is going on?
Ms. Blum. The latter. We utilize it in examining what is going on.
Some of the information that we provided you is confidential information.
Mr. Garry Brown. In that information you supplied, some of the 

data came from your section 8 reporting requirements.
Ms. Blum. Yes, sir.
You see they warned me before I  came up here that if I  disclosed 

any confidential information, I would be fined $45,000.1 am being very 
cautious. Plus loss of employment.

Mr. Garry Brown. That is per word. [Laughter.]
I have no further questions at this time, Mr. Chairman.
I  would just like to say that on your appropriations bill recently, 

there was great concern expressed about a legislative effort of mine.
I  want you to know EPA was not being singled out. That type of 

amendment—like Mr. Levitas’ which stirred up everybody—is being 
done with every appropriations bill based upon the increase of ap­
propriations over previous years.

I think you would have to agree that your duties may have 
expanded, but a 60-percent increase over a 2-year period is rather 
extensive.

Mr. Rosenthal. Congressman Drinan ?
Mr. Drinan. Thank you, Mr. Chairman.
Ms. Blum, I  am more and more convinced that this notification is 

very nugatory, and that we are somehow copping out by saying that 
we are informing all these other nations.

You, yourself, said very eloquently that Nigeria is not in a posi­tion to use it.
I wonder if the EPA goes to the American corporations that manu­

facture pesticides and sells them abroad and makes a good profit. 
I  would assume there are probably three, four, or five multinationals. 
I  suppose companies like Upjohn would be involved.

Do you work with the companies and urge them to follow some 
type of ethical or medical standards ?

Ms. Blum. Yes—informally.
Mr. Drinan. Tell us about that.
Do they have any professional standards? I assume that they are 

just as self-righteous as the members of this subcommittee, and they don’t want to hurt people abroad.
What do you mean by informally ?
Ms. Blum. We have had conversation with almost all of the manu­

facturers about our feeling about exportation of chemicals.
Mr. Drinan. Have any of them been “born again” ?
Ms. Blum. They all claim to be; yes.
Mr. Drinan. But the pesticides go up in volume.
Ms. Blum. I  can’t pass any judgment on this.
Mr. Drinan. I see a lot of representatives of pesticide corporations 

out there wearing $400 suits, and they are very concerned that we don’t 
make them bad guys.
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W hat do you say to these informal gatherings ?
Ms. Bltjm. I think, in general, no pesticide manufacturer or chemi­

cal manufacturer wants to be responsible for any kind of a mass 
poisoning or mass cancer-----

Mr. Drixax. That is consoling to hear.
So what do they say after you tell them about the dire consequences ?
Ms. Blum. They are generally agreeable. There have been some 

voluntary withdrawals of chemicals from the market and also from 
export on the part of the manufacturers.

Mr. Drixax. On page 9, you say something that I have trouble w ith: 
“We do not feel that we should attempt to impose our pesticide deci­
sions on foreign governments.”

I am certain that the pesticide companies will take that and say: 
That is our philosophy as long as we warn them or notify them.

But why can’t you have more informal gatherings with these people 
and urge them to follow a higher standard—the standard that is fol­
lowed by American law ?

Ms. Blum. We have enough fights with them over following our 
law.

There are enough problems there that we certainly do pursue this, 
but it is not in any kind of a formalized way.

Mr. Drixax. Would you need any further statutory power to bring 
about consulting and that type of thing?

Ms. Blum. Yes; we need statutory power to bring about any kind 
of mandatory consulting.

I f  we do mandatory consulting, I might say at this point that we 
would also need a few more people to help us out.

Mr. Drixax. Why don’t you publish a list of the companies that 
export pesticides? What are the companies? What are three or four 
of the major companies ?

Ms. Blum. There are about 20 major companies.
Mr. Drixax. Why don’t you name them? We ought to know who 

they are.
And if they have been recalcitrant and they have not submitted and 

taken up the recommendation of the highest U.S. official agency, and 
they continue to export things which on the record are known to be 
deleterious to human beings, why shouldn’t we have their names ?

Ms. Blum. We would be happy to provide the names for you.
[The material referred to may be found on p. 191.]
Mr. Drixax. I think it would be very helpful. I would like to talk 

to some of these gentlemen.
I f  the new FIFR A  bill passes, will that satisfy most of the difficul­

ties that we have come across in these hearings ?
Ms. Blum. Yes; I think so.
Mr. Drixax. Are there any recommendations that you will be mak­

ing to Mrs. Peterson’s task force that are not included in the new 
FIFRA  bill?

Ms. Blum. Let me let Alice Popkin address that, because she has 
been working very closely with the committee. Although they have 
had only one meeting, there has been a tremendous amount of staff 
work that has gone on, on the part of our staff in providing informa­
tion to hers.

Ms. P opkix. Our basic position with Mrs. Peterson’s committee is 
that contained in the FIFRA  amendments.
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Mr. Drixax. Therefore, your answer is no. That you are satisfied 
with what is in the FIFRA amendments.

Ms. P opkix. Yes.
Mr. Drixax. So you have no higher standards than those proposed 

by this Congress that may or may not be watered down ?
Ms. P opkix. With the one exception that the change in the Toxic 

Substances Control Act that applies a clear standard for-----
Mr. Drixax. Why even have the task force? Is the administration 

playing games with us ?
She came here yesterday—a very fine lady—and said: We are all 

thinking together. But they have nothing to offer that has not already 
been offered in the FIFRA bill.

Ms. P opkix. The task force has a much broader perspective on what 
needs to be accomplished and is seeing if we can harmonize all laws 
relating to exports of hazardous substances.

Mr. Drixax. But the FPA  has nothing to offer to that task force, 
except what they have already offered in the FIFRA  bill.

Ms. P opkix. In terms of legislation.
Mr. Drixax. Thank you. My time has expired.
Mr. Rosexthai,. Congressman Levitas?
Mr. Levitas. Thank you, Mr. Chairman.
Ms. Blum, it has been acknowledged that there were undue and 

improper delays in official notification to foreign governments in the 
Kepone matter, and there was one other that you referred to.

But it was not clear in your answer as to why there were such 
delays.

Ms. Blum. I  think that we cannot finger any one agency or any one 
division.

I  think there were delays on the part of the Environmental Pro­
tection Agency in getting the information to the State Department 
in a timely manner.

Once having gotten it to the State Department, the procedure over 
there is a little vasrue. We give it to the Office of Environment via a 
mailgram or a cable. They then disperse that cable to their various 
missions around the world.

That is the procedure; but although that part of it is clear, the 
timing is not very clear.

We are presently negotiating and having rather constant meetings 
with the State Department to clarify this so that we can make sure 
that these notification provisions get to them in a timely wav, and 
that having once arrived at the State Department are sent out in a 
timely way.

The third problem we have had is the one that I  mentioned earlier 
when I used Nigeria as an example.

Once our embassies locate the responsible official, the problem is 
whether that official is somebody who has the time and the knowledge 
to be able to comprehend what we are giving them.

Mr. Levitas. I s the responsibility for notification to the foreign 
government the responsibility of the State Department?

Ms. Blum. Yes, sir, under section 17 (b).
Mr. Levitas. What I don’t understand is that in December of 1977, 

EPA. made a regulatory decision. Why would it take until Mav to get 
that information over to the State Department, and why would it take 
them another period of time to get that information out?
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The State Department may be 2 miles away from EPA. Even given 
the difficulties of the U.S. Postal Service, it should not take that long.

Ms. Blum. I would have to say, in all honesty, that it goes back 
to our overall resource problems.

We have ben trying to regulate pesticides and get the Toxic Sub­
stances Control Act off the ground with very inadequate and very 
limited resources.

Although we are adding to our staff now, those resources are still 
going to be in very short supply.

Mr. Levitas. It just seems to me that the problem of setting up a 
toxic substances program is very complex. But to send a letter or 
pick up the telephone and call the State Department and say, we have 
just done this and now you need to notify your people, is very simple. 
I think that could be remedied without a great deal of regulatory or 
bureaucratic overburden.

Ms. Blum. The information that we provide the State Department 
is rather complex and complicated. I t  takes a good deal of time to put 
together.

Mr. Levitas. Who is the responsible official at the State Depart­
ment ? Or who was in December of 1977 ?

Ms. Blum. That would have been Patsy Mink, who at that time 
was Assistant Secretary of that division.

Mr. Levitas. Your regulatory determination on Kepone, for ex­
ample, is that made in the form of a notice published in the Federal 
Register ?

Ms. Blum. Yes.
Mr. Levitas. Is it your belief that the State Department has avail­

able to it copies of the Federal Register?
Ms. Blum. Yes.
Mr. Levitas. Again, that leads me to the conclusion that if they 

are reading the Federal Register—and I hope they do—and you are 
making a decision in December, why is there such a problem in getting 
that information into their minds and out to whoever it should go?

Ms. Blum. You are absolutely right. It is a problem that both the 
State Department and we share, which I acknowledge. This is why 
we must work more closely with the State Department to see why these 
procedures arc not working. Some of them should be automatic.

Mr. Levitas. I would also assume that most of the embassies in 
Washington also subscribe to the Federal Register and have environ­
mental attaches who work with the State Department on occasion.

Ms. Blum. Yes, s ir; they do.
Mr. Levitas. Let me just ask one specific question, along the lines 

of my distinguished and learned chairman, about foreign countries 
which use certain substances which are prohibited in this country.

I  have read in the press about the use by the Mexican Government 
of a substance called paraquat. What is paraquat ?

Ms. Blum. Paraquat© is a herbicide that is a defoliant that has been 
used to spray on the marijuana crop.

Mr. Levitas. I s that permitted to be used in this country ?
Ms. Blum. No.
Excuse me, Mr. Wayland says that it is.
Mr. Wayland. There are a number of registered uses of paraquat 

in the United States, including as a dessicant on sugarcane for Puerto 
Rico and Hawaii.
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Mr. Levitas. Was there any cooperation between our Government 
and the Mexican Government in the use of this herbicide ?

Mr. Wayland. There absolutely was. I  don’t know that EPA was 
involved—it not being our mission to keep people from smoking 
marijuana—but certainly other elements of the Government co­
operated very closely with Mexican officials in their program for con­
trolling the fields.

Mr. Levitas. I  recognize the fact that marijuana is not a legal sub­
stance in all places in the United States, but I  think it would be fair 
to say that a substantial amount of that material is used and brought 
into the United States illegally.

Our participation in the project, which would bring a great deal of 
this dangerous material, seems one that would also call upon the En­
vironmental Protection Agency to express its views.

Ms. Blum. We have been working with Peter Bourne at the White 
House on this very closely. I  have had several conversations myself 
with Peter and much correspondence has gone on, looking for a sub­
stitute for paraquat.

Mr. Levitas. Thank you, Mr. Chairman.
Mr. Rosenthal. Thank you very, very much.
The matters that we requested from you, you will presumably sub­

mit forthwith ?
Ms. Blum. Yes.
Mr. Rosenthal. Thank you.
[Ms. Blum’s prepared statement follows:]
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P repared  S ta te m e n t  of B arbara B l u m , D epu ty  Ad m in istra to r , E n viro n m ental  
P rotection  A gency

I  a p p r e c i a t e  t h e  o p p o r t u n i t y  to  b e  h e r e  t h i s  m o rn in g ,

M r. C h a irm a n , to  d i s c u s s  t h e  r o l e  o f  th e  E n v ir o n m e n ta l  

P r o t e c t i o n  A gency r e g a r d i n g  t h e  e x p o r t  o f  c h e m ic a l  s u b s t a n c e s  

b a n n e d  by  EPA f o r  u s e  i n  t h e  U n i te d  S t a t e s .  As yo u  know , 

s e v e r a l  m o n th s  ago EPA r e s p o n d e d  t o  a num ber o f  q u e s t i o n s  

c o n c e r n in g  o u r  p o l i c y  r e g a r d i n g  e x p o r t  o f  b a n n e d  c h e m ic a l  

s u b s t a n c e s ,  and I  r e q u e s t  t h a t  t h i s  c o r r e s p o n d e n c e  be  

i n c l u d e d  a s  p a r t  o f  t h e  h e a r i n g  r e c o r d .

T he p r im a r y  s t a t u t e  u n d e r  w h ic h  p e s t i c i d e s  a r e  r e g u l a t e d  

i s  t h e  F e d e r a l  I n s e c t i c i d e ,  F u n g i c id e ,  and R o d e n t i c id e  A ct 

(F IF R A ), w h ic h  r e q u i r e s  t h a t  p e s t i c i d e s  b e  r e g i s t e r e d  w i th  

EPA b e f o r e  th e y  a r e  m a rk e te d  and  u s e d  i n  t h i s  c o u n t r y .  

R e g i s t r a t i o n  i s  d e p e n d e n t  u p o n  t h e  A g e n cy ’ s f i n d i n g  t h a t  a 

p r o d u c t  c a n  p e r fo r m  i t s  i n t e n d e d  f u n c t i o n  w i t h o u t  " u n r e a s o n a b l e  

a d v e r s e  e f f e c t s  on t h e  e n v i r o n m e n t , "  d e f in e d  a s  " . . . a n y  

u n r e a s o n a b l e  r i s k  t o  man o r  t h e  e n v ir o n m e n t  t a k i n g  i n t o  

a c c o u n t  t h e  e c o n o m ic , s o c i a l ,  and e n v i r o n m e n ta l  c o s t s  and  

b e n e f i t s  o f  t h e  u s e  o f  any  p e s t i c i d e . "  T h is  s t a t u t o r y

32-427 0  -  78 -  12
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standard, which requires a balancing of risks and benefits, 
is our primary guide in regulating pesticides. Likewise,
the Administrator of EPA is authorized under FIFRA to
initiate administrative proceedings to cancel or, in cases of 
more immediate hazard, suspend product registrations if he 
finds that the product poses the risk of "unreasonable 
adverse effects" to man or the environment.

To date EPA has cancelled or suspended for reasons of 
human health or environmental safety 15 pesticide active 
ingredients or groups of active ingredients. Five of these 
products are exported to varying extents.

Under FIFRA, pesticides produced in the United States 
solely for export are exempt from the requirement for 
registration. Export producers are, however, subject to 
provisions of FIFRA relating to maintenance of books and
records, and registration and inspection of production 
establishments. EPA does not require export producers to 
provide information concerning export products, but we have• 
discussed arrangements for obtaining this information with
the subcommittee staff.
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While FIFRA does not provide for regulating the export 
of pesticides, Section 17(b) requires notification of 
foreign governments and appropriate international organi­
zations through the State Department when final action to
cancel or suspend a pesticide has been taken. EPA has
developed certain criteria for determining which suspension
or cancellation actions will be transmitted to the govern­
ments of other countries and international agencies. Under
these criteria, notification will be made of any cancellation 
or suspension action which has become effective and which 
is determined to have "national or international significance." 
Such significance may be due, among other things, to the fact 
that all, or a vast majority, of uses of a pesticide have
been cancelled, that the action involves issuance of a
policy applicable to the entire pesticide industry, or that 
the decision may have widespread health, environmental,
economic, or political implications. Determinations are 
made on a case-by-case basis; notification of every cancella­
tion action would not serve the purpose of the Act, since 
cancellations may be initiated for reasons other than to 
protect against a general endangerment to health or the 
environment. For example, an individual product may be 
cancelled due to the manufacturer’s voluntary withdrawal 
from the market, which would not affect other registrations 
of products containing the same active ingredient.
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Recently the General Accounting Office suggested that 
EPA does not always notify the State Department of cancella­
tion actions which fit the criteria of "national and
international significance" and therefore merit notifi­
cation. The GAO also found that the information provided
to the State Department had not reached "cognizant foreign *>
officials."

It is our view that foreign governments have been 
advised of the major pesticide decisions made on the basis 
of concern for human health. In fact, we have gone beyond 
the "letter of the law" and informed other nations, through 
the State Department, of actions other than cancellations
and suspensions which were felt to be of interest to other 
countries and which were, in our opinion, within the spirit 
of Section 17(b). For example, notices were transmitted to 
the State Department when tolerances for leptophos were
revoked, and other countries have been notified of the
registrations of certain new pesticide active ingredients.
We do, however, agree with GAO that the system of notifica­
tion of foreign governments and appropriate international 
agencies of final pesticide cancellations and suspensions
can be improved.

EPA is re-evaluating its notification procedures in
light of the GAO report and in anticipation of enactment 
of amendments to FIFRA which would modify the notification
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procedures in current law and augment them with provisions 
for export product labeling. I will discuss these amendments 
in some detail later in my testimony. We are also partici­
pating in the Ad Hoc Working Group on Hazardous Substances 
Export Policy, which is concerned with the evaluation of 
export policy from a Federal government-wide standpoint, and 
the exploration of opportunities for improvement, about which 
your Subcommittee heard testimony yesterday from
Esther Peterson.

The reassessment of our current notification process 
will include consideration of procedures necessary to assure 
that the notification process is initiated by EPA when
appropriate, and that notices are transmitted from EPA to
the State Department in a timely fashion. Further, we will 
be discussing with the State Department methods of ensuring 
that notices are received by the foreign officials to whom
they are directed. Initial discussions with the State
Department indicate that one major reason that notifications 
may not reach "cognizant foreign officials" is that many 
nations do not have ministeries comparable to EPA charged
with responsibility for overseeing the environmental and 
health consequences of pesticide use. Hence, regardless of 
procedures developed for notification of foreign governments, 
there may not always be an "appropriate official" to receive
the notification. And even when other governments are
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notified of cancellation or suspension of a pesticide in
the U.S., purchasers of the export product may not be aware 
of U.S. regulatory action taken, and the basis for that action.

Among those countries that do actively regulate pesticides 
there are varying degrees of interest in U.S. regulatory action
to ban pesticide products. A 1978 National Academy of
Sciences survey of 23 foreign nations elicited a spectrum of 
respondents’ interest from "none" to "very interested". For 
example, Canadian and Mexican authorities indicated that any 
action by the United States to restrict or ban a pesticide
receives immediate attention and scrutiny. On the other
hand, countries such as India reported that EPA decisions
have little or no impact on their regulatory policies.

The United States participates in a number of inter­
national organizations whose goal is the promotion of 
uniform chemical regulation and discussion of common regula­
tory issues. The Organization for Economic Cooperation and 
Development (OECD) has two chemical working groups, and a 
member country taking regulatory actions on chemicals is 
expected to notify other member nations as well as the OECD.
The United Nations Food and Agricultural Organization and 
World Health Organization have several activities relating 
to the regulation of pesticides and pesticide residues on
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a g r i c u l t u r a l  c o m m o d i t i e s .  T h ro u g h  m u l t i l a t e r a l  an d

b i l a t e r a l  a g r e e m e n t s ,  EPA m a i n t a i n s  c l o s e  c o n t a c t  w i t h  

a n u m b e r  o f  c o u n t r i e s  c o n c e r n e d  a b o u t  p e s t i c i d e  r e g u l a ­

t i o n  a n d  e a g e r  t o  e x c h a n g e  i n f o r m a t i o n .

B o th  h o u s e s  o f  C o n g r e s s  h a v e  p a s s e -d  b i l l s  w h ic h  

c o n t a i n  p r o v i s i o n s  f o r  t i g h t e r  c o n t r o l  o f  p e s t i c i d e s

i n t e n d e d  f o r  e x p o r t .  S i n c e  b o t h  b i l l s  c o n t a i n  s i m i l a r

c o n t r o l s ,  we c a n  a n t i c i p a t e  t h a t  t h e  f i n a l  l e g i s l a t i o n  w i l l  

a d o p t  t h e s e  new  p r o p o s a l s .

B o th  t h e  S e n a t e  a n d  H o u s e  b i l l s ,  S . 1 6 7 8  a n d  H .R . 8 6 8 1

r e s p e c t i v e l y ,  w o u ld  im p o s e  o n  e x p o r t  p r o d u c t s  c u r r e n t  EPA

s t a t u t o r y  l a b e l i n g  a n d  m i s b r a n d i n g  r e q u i r e m e n t s  i n  a d d i t i o n

t o  t h e  r e q u i r e m e n t s  f o r  r e g i s t r a t i o n  o f  p e s t i c i d e  p r o d u c i n g

e s t a b l i s h m e n t s  an d  m a i n t e n a n c e  o f  b o o k s  a n d  r e c o r d s .  B o th

b i l l s  w o u ld  f u r t h e r  r e q u i r e  a l l  p e s t i c i d e s  t h a t  a r e  n o t

r e g i s t e r e d ,  i n c l u d i n g  t h o s e  w h o s e  a p p r o v a l  h a d  b e e n  d e n i e d  

o r  r e v o k e d  b y  EPA, t o  b e  p r o m i n e n t l y  m a rk e d  " N o t  R e g i s t e r e d

f o r  U se  i n  t h e  U n i t e d  S t a t e s  o f  A m e r i c a . "  H .R . 8 6 8 1  f u r t h e r

r e q u i r e s  t h e  p u r c h a s e r  o f  a n  u n r e g i s t e r e d  p e s t i c i d e  t o  s i g n

a s t a t e m e n t  a c k n o w le d g in g  t h a t  h e  i s  a w a re  t h a t  t h e  p e s t i c i d e  

i s  n o t  r e g i s t e r e d  i n  t h e  U . S . ,  a n d  a c o p y  o f  t h e  s t a t e m e n t  

m u s t  b e  s u b m i t t e d  t o  an  " a p p r o p r i a t e  o f f i c i a l "  o f  t h e  

i m p o r t i n g  c o u n t r y .  I n  a d d i t i o n ,  EPA i s  d i r e c t e d  t o  p r o v i d e ,
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upon request of a foreign government, all information 
related to a cancellation or suspension action, and informa­
tion on alternatives to the banned product.

EPA generally supports these revisions of the pesticide 
law. The amendments to FIFRA are currently in Conference 
Committee, and we hope that a conference bill will result
in the near future.

We do not doubt that the health of Americans and the
quality of our environment can be affected by the toxic 
chemical and pesticide regulatory decisions reached by 
foreign governments. We have a means to protect the American 
people from the reimportation of cancelled pesticides in the 
form of residues on imported agricultural commodities:

Under the Federal Food, Drug, and Cosmetic Act (FFDCA), 
EPA is responsible for establishing tolerances, or the legal 
limits of pesticide residues which may safely remain in or 
on raw agricultural commodities, processed food, or feed.
All produce marketed in the United States, whether of 
domestic or foreign origin, must meet tolerance requirements 
under the FFDCA. Tolerances are generally established at 
the level of pesticide residues expected to occur from a 
particular use pattern, i.e., rate and frequency of
application, so long as that level does not exceed the
limits of reasonable risk to health determined by animal
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f e e d i n g  s t u d i e s .  The n e c e s s i t y  o f  m e e t in g  t o l e r a n c e  

r e q u i r e m e n t s ,  t h u s ,  i n  many c a s e s  i n d i r e c t l y  im p o s e s  

l i m i t a t i o n s  on w h a t p e s t i c i d e s  c an  b e  u s e d  and  how

p e s t i c i d e s  c a n  b e  u s e d  on c o m m o d itie s  to  b e  m a rk e te d

i n  t h e  U n i te d  S t a t e s .

O ur p o l i c y  o f  c o m m u n ic a tin g  o u r  p e s t i c i d e  r e g u l a t o r y  

d e c i s i o n s  t o  o t h e r  c o u n t r i e s  i s  a m ore d i r e c t  way to  

i n f l u e n c e  t h e  d e c i s i o n s  o f  o t h e r  n a t i o n s  to  r e d u c e  e x p o s u r e  

o f  A m e ric a n  c i t i z e n s  t o  b a n n e d  c h e m ic a l  p e s t i c i d e s .

To t h e  e x t e n t  we can  a l s o  p r o v i d e  i n f o r m a t i o n  a b o u t  t h e

i n h e r e n t  r i s k  c h a r a c t e r i s t i c s  o f  p e s t i c i d e  c h e m i c a l s ,  we

may a i d  f o r e i g n  g o v e rn m e n ts  to  make b e t t e r  in f o r m e d

d e c i s i o n s .

H o w ev e r, we do n o t  f e e l  we s h o u ld  a t t e m p t  t o  im p o se

o u r  p e s t i c i d e  d e c i s i o n s  on f o r e i g n  g o v e r n m e n ts .  We b a s e

o u r  d e c i s i o n s  on th e  r i s k s  and  b e n e f i t s  o f  d o m e s t i c  u s e  o f

a p e s t i c i d e  w h ich  may n o t  f i t  th e  r i s k / b e n e f i t  b a l a n c i n g  in  

a n o t h e r  c o u n t r y .  A c tu a l  u s e  p r a c t i c e s ,  c r o p s ,  p e s t s ,  and

d i s e a s e  v e c t o r s ,  a r e  q u i t e  d i f f e r e n t  i n  many p a r t s  o f

t h e  w o r ld  fro m  th e  U .S . and  r i s k  and  b e n e f i t s  o f  p e s t i c i d e

u s e  c a n  t h e r e f o r e  v a r y  w id e ly  fro m  n a t i o n  to  n a t i o n .  O th e r

c o u n t r i e s  m u st h a v e  th e  o p p o r t u n i t y  to  r e a c h  t h e i r  own 

r i s k / b e n e f i t  c o n c l u s i o n s  w i th  r e g a r d  to  s p e c i f i c  s u b s t a n c e s ,  

w h e th e r  o r  n o t  th e y  a r e  b a n n e d  i n  t h e  U .S .
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Thus, EPA's position is that foreign governments 
should be notified about the hazards of products they 
import. They should have an opportunity to refuse imports 
which they deem on the basis of their own risk/benefit 
assessments to be unduly hazardous. EPA supports export 
product labeling which would directly advise importers 
and import control officials of the U.S. regulatory status 
and hazards associated with the product being imported.
The best way to promote unanimity on toxic chemical 
regulation is to provide our best information to other 
nations, in order that they can make fully informed 
regulatory decisions.

That concludes my prepared statement, Mr. Chairman.
I will be pleased to answer any questions you may have.



183

[Ms. Blum’s submissions for the record follow:]

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
W A S H IN G T O N . D.C. 20460

NOV 8 1977

Honorable Benjamin S. Rosenthal 
Chairman, Subcommittee on Commerce, 
Consumer, & Monetary Affairs 

Committee on Government Operations 
U. S. House of Representatives 
Washington, D. C. 20515

RECEIVED
. »9V l  0 1977,

VVfP.Cl.
■*JV

Dear Mr. Chairman:
Thank you for your letter of September 29, 1977, 

requesting information about the Agency's policy toward 
export of chemical substances which may be banned pursuant 
to the Toxic Substances Control Act (TSCA). An interim 
response to the questions you raised was provided to 
Ms. Jean Perwin by telephone on October 7, since delay in 
receiving your letter prevented a full written response by 
October 11, as you requested.

In response to your first question, before TSCA was 
enacted in 1976, the only statute which authorized EPA to 
remove or suspend products from the U.S. market was the 
Federal Insecticide, Fungicide and Rodenticide Act (FIFRA). 
With regard to exports, section 17(a) of FIFRA states that 
"...no pesticide or device shall be deemed in violation of 
this Act when intended solely for export to any foreign 
country and prepared or packed according to the specification 
or directions of the foreign purchaser...." EPA is required 
under section 17(b) to notify foreign governments and inter­
national organizations (through State Department channels) 
of final cancellation or suspension of the registration of a 
pesticide. The export policy mandated by FIFRA reflects the 
fact that the U.S. cannot impose its domestic pesticides 
policy upon other countries which, in any case, will make 
their own policy decisions regarding the use of hazardous 
pesticides in the light of their own cost/benefit analyses.
We are, of course, aware of the international environmental 
impact of the spread of certain pesticides through the 
world's ecosystem. EPA does inform foreign governments and 
concerned international organizations whenever a registration, 
cancellation, or suspension of a pesticide occurs. As you 
may know, several amendments to FIFRA have been proposed which 
would require that additional measures be taken— such as 
labelling— with regard to exports of pesticides banned on 
the U.S. market.
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Pesticides which have been cancelled to date include 
DDT, aldrin and dieldrin, some mercury pesticides, and 
certain predator poisons. Chlordane and heptachlor have 
been suspended. Foreign governments have been informed of 
these actions. Of these pesticides, only DDT is now being 
exported in significant quantities.

In response to your second question, no final action 
has yet been taken under TSCA involving the export of chemical 
substances since none have yet been banned in the U.S.
However, we expect to take such measures in the future with 
regard to two categories of chemicals— PCBs and chlorofluoro­
carbons— under TSCA. This Agency has proposed regulations 
which would phase out over an 18-month period the manufacture, 
processing and distribution in commerce of nonessential 
aerosol propellant uses of chlorofluorocarbons covered 
under TSCA. These regulations are intended to reduce the 
emissions of these substances to the atmosphere, thereby 
reducing the health and environmental risks caused by 
depletion of the ozone layer. These regulations contain a 
finding under section 12(a)(2) that they present "...an 
unreasonable risk of injury to health within the United 
States or to the environment of the United States;" thus 
exports of such chlorofluorocarbons would be subject to the 
same regulations which apply to those produced for domestic 
use.

We expect to propose regulations soon which will also 
phase out the manufacture, processing and distribution in 
commerce of PCBs and articles containing PCBs. The 
regulations would subject export of those substances to 
the section 6(e) ban on PCB production and use. I have 
enclosed a copy of the chlorofluorocarbons regulations and 
will see that you receive a copy of the PCB regulations as 
soon as they are proposed.

Regarding your third question, TSCA does not require 
regulations to implement section 12. However, we may 
publish guidance or interpretive rules to clarify the 
relationship between section 12 and rules affecting specific 
chemicals which may be issued pursuant to other sections 
of the Act (e.g., sections 4, 5, and 6).

In answer to your final question, EPA’s policy with 
regard to the export of toxic substances will apply only 
to chemical substances, as defined in TSCA. We have no 
legislative authority to apply regulations promulgated under 
TSCA to exports of products regulated under other statutes 
enforced by this Agency.



185

I hope you find the information I have provided useful. 
Please do not hesitate to let me know if I can be of further 
assistance.

las M. Costle
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i  UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
f  W A S H IN G T O N . D C 20460

8 AR 1978

received
MAR 1 0 1978

Honorable Benjamin S. Rosenthal 
Chairman, Commerce, Consumer, and 

Monetary A ffa irs  Subcommittee 
Committee on Government Operations 
House of Representatives 
Washington, D.C. 20515

Dear Mr. Chairman:

Thank you fo r your le tte r  of February 21, 1978, concerning EPA's 
policy regarding exports o f banned chemical substances, including 
pesticides. You requested certain information, which i t  is  my 
pleasure to provide you and your subcommittee. For your conven­
ience the information is presented according to the format o f your 
request.

1. Under Section 17(b) of the Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA), EPA is  required to notify foreign
governments of fina l cancellation or suspension of the regis­
tra tion  of a pesticide.

EPA has developed certain c r ite r ia  fo r determining which 
suspension and cancellation actions w ill be transmitted to the 
governments o f other countries and appropriate international 
agencies in accordance with the in ten t of Section 17(b). Under 
these c r ite r ia ,  foreign governments and international organizations 
expressing in terest w ill be no tified  o f any cancellation or suspension 
action which has become effective and which is  determined to have 
national or international significance. Determinations are made on 
a case-by-case basis. C rite ria  used to determine "national or 
international significance" are lis te d  on page 2, enclosure 2, 
and fu l l  discussion of provisions fo r n o tifica tio n  of foreign 
governments appears in the Section 17(b) regulations (enclosure 1).

a. Please describe the precise State Department channels used
fo r n o tifica tio n .



When a cancellation or suspension action meeting the c r ite r ia  
fo r transm ittal to foreign governments occurs, a notice is  prepared 
by EPA including information on why the pesticide was cancelled or 
suspended, which uses are affected, and other terms o f the regu­
la to ry  action. The notice is  drafted in the form o f an airgram, 
according to State Department format, and sent to the Bureau of 
Oceans and International Environmental and S c ie n tific  A ffa irs  of 
State fo r transm ittal to a ll diplomatic posts and U.S. AID missions. 
Each diplomatic post is  responsible fo r ensuring tha t information on 
the banned chemical is  communicated to the appropriate organization 
in the host country.

b. Please l i s t  a ll cases in which EPA has asked the State 
Department to n o tify  foreign governments.

EPA has no tifie d  foreign governments o f cancellation or 
suspension actions on the following pesticide chemicals:

- DDT
- A ldrin  and D ieldrin
- Vinyl Chloride
- Mi rex
- Mercurial Compounds
- Predator Poisons (Sodium Fluoroacetate (1080), Strychnine, 

and Sodium Cyanide)
- 2,4,5-Trichlorophenoxyacetic acid
- Benzene Hexachloride

In add ition , n o tific a tio n  was made o f the revocation o f the leptophos 
tolerances. While revocation o f a tolerance does not come w ithin 
the wording o f 17(b), i t  was fe l t  that th is  action was w ithin the 
s p ir i t  o f the section, and that there was s u ffic ie n t worldwide 
in te re s t in  leptophos to warrant notice. Further, n o tific a tio n  
has been made on certa in  reg is tra tion  actions on new active ingredients 
or changed use patterns. Copies o f a ll  n o tifica tio n s  are enclosed 
fo r the subcommittee's persual.
(Enclosures 2-5)

c. Please provide copies of a ll correspondence with the 
State Department regarding the export o f banned substances.

For the most part th is  correspondence consists o f the airgrams 
and attachments provided in  response to item 1(b). Copies of 
responses and requests from foreign governments transmitted through 
diplomatic posts to the State Department are received by EPA, and 
copies o f these documents are enclosed fo r the subcommittee's 
convenience.
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2. Please provide copies of the proposed amendments to 
FIFRA which would require additional measures to  be taken
with regard to exports of pesticides.

Copies o f both the Senate (S.1678) and House (H.R.8681) amend­
ments, enacted on July 29, 1977 and October 31, 1977, respectively, 
a ffecting export o f pesticides are included in enclosure 6.
A Conference Committee is  expected to convene in the next several 
weeks.

3. Please provide the subcommittee with a complete l i s t  o f
a ll substances (pesticides, chemicals, e tc .) which have
been banned or which may be banned by EPA.

Enclosed is  a copy o f the EPA publication, "Cancelled and *
Suspended Pesticides," which deta ils  specific  regulatory actions 
taken under FIFRA through May 1977. In addition, I am enclosing 
a fa c t sheet describing the rebuttable presumption against reg is­
tra tio n  (RPAR) process, which may lead to cancellation proceedings, 
and a status report dated February 15, 1978, de ta iling  chemicals 
under RPAR review, chemicals which are candidates fo r RPAR review, 
voluntary cancella tions, and notices o f in te n t to cancel and th e ir  
dates of pub lica tion (enclosure 7).

Thus fa r, EPA has issued no fin a l rules p roh ib iting  or lim itin g  
the manufacture or use o f chemicals under the Toxic Substances 
Control Act (TSCA). Within the next several days, however, I 
expect to sign fin a l rules phasing out the manufacture, processing, 
and d is trib u tio n  o f chlorofluorocarbons (CFCs) fo r non-essential 
aerosol uses. These rules w ill include a ban on processing o f 
CFCs fo r export; thus, a fte r December 15, 1978, i t  w i l l  be un­
lawful to place CFCs in to  non-essential aerosol products being 
made e ither fo r domestic use or export. I should note tha t 
th is  ru le  w ill  not impose a to ta l ban on CFC exports. CFCs 
are used, both here and abroad, fo r many non-aerosol purposes, 
prim arily as a re fr ig e ra n t, foam-blowing agent, and solvent.
Approximately 90 percent o f U.S. exports o f CFCs are used fo r 
these purposes. CFCs manufactured and packaged fo r these purposes 
are ind istinguishab le  from CFCs intended fo r aerosol use. EPA 
is  examining the question of whether regulatory action should 
be taken w ith respect to these non-aerosol uses. Based on these 
factors, EPA has determined tha t i t  is  neither practical nor 
equitable to impose a to ta l ban on CFC exports at th is  time.
I f  and when regulatory action is  taken with respect to non-aerosol
uses, the question o f how to deal w ith exports fo r such uses w ill  «
be addressed. In the meantime, by making i t  unlawful to place
CFCs in to  non-essential aerosol products fo r export, the Agency
has ensured tha t the U.S. w ill not be a source o f products which
could cause harm to public health and welfare on a global scale.
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As soon as the Agency's rules on non-essential aerosol uses 
are issued, EPA w il l  inform foreign governments by contacting Embassies 
in Washington, and by requesting the State Department to transmit 
the regulations to a ll diplomatic posts and AID missions, who w ill  
make them available to th e ir  host governments. EPA w ill  also provide 
copies o f the regulations to countries which are members o f the 
Chemicals Group o f the Organization fo r Economic Cooperation 
and Development (OECD) and to the Secretariat o f tha t group.
(Procedures fo r information exchange between member countries of 
the OECD are detailed in enclosure 8. I am the designated U.S. 
contact o f the OECD. This mechanism has been used in the past 
fo r n o tifica tio n  o f regulatory action taken on pesticide chemicals.)

Further, regulations which would phase-out the manufacture, processing 
and d is tribu tio n  in  commerce o f polychlorinated biphenyls (PCB's) 
w ill  be proposed in  the near fu ture . As I noted in  my la s t le t te r  
these regulations would subject export o f those substances to the 
Section 6(e) ban on PCB production and use. (For your information,
I enclose a copy o f the fin a l regulations published in the Federal 
Register on February 17, 1978, regarding the disposal and marking 
o f PCB's.) N o tifica tion  o f foreign governments of th is  action would 
be accomplished in  a manner s im ilar to tha t o f the chlorofluorocarbon 
action.

On-going reviews o f high-volume, high to x ic ity  chemicals 
w ill  probably produce other candidates fo r regulation over the 
next 6 to 9 months. I t  is  impossible at th is  time, however, to 
be more specific as to which chemicals might be banned as a 
resu lt o f those investigations.

a. For each item banned, please indicate:

(1) a short statement of the reason fo r the ban;

See enclosure 9.

(2) a l i s t  o f the largest manufacturers o f the substance; and

(3) whether or not EPA has any information regarding the 
extent to which the substance is  being exported and, i f  so,
please include what information is  available.

Names o f current U.S. manufacturers producing pesticides cancelled 
in  the U.S. sole ly fo r export and export production figures are 
maintained in computer f i le s .  We would be glad to supply your 
subcommittee with th is  information; however, the information must 
be retrieved, and w il l  be submitted as soon as possible. This 
information, submitted to EPA pursuant to FIFRA Section 7(c),

32-427 0  - 78 - 13



1s held to be confidentia l business information under the trade 
secret provision (Section 10) of the Act. The Agency's regulations 
on public disclosure sp e c ifica lly  authorize release o f such confiden 
t ia l  information to a subcommittee o f Congress upon w ritten request 
with a le t te r  from the Agency stating tha t the data are en title d  to 
confidential treatment. Should the subcommittee wish to make any o f 
th is  information part o f the public record, we would be happy to 
work with your s ta ff to  appropriately consolidate or disguise the 
information so as not to reveal the id e n tity  o f individual producers 
and th e ir production figures.

I hope that the information we have supplied w ill  be o f use in 
the subcommittee's inqu iry . I f  I may be o f any fu rthe r service, 
please le t  me know.

Sincerely

Assistant Adm ilistrator 
fo r Toxic Substances

Enclosures
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460

AUG 1 1 1978
OFFICE OF THE 

ADMINISTRATOR

Honorable Benjamin S. Rosenthal 
Chairman
Commerce, Consumer, and Monetary 

A ffa irs  Subcommittee
Committee on Government Operations 
House o f Representatives 
Washington, D.C. 20515 

Dear Mr. Chairman:

When Deputy Adn in istra tor Barbara Blum te s t if ie d  before the 
Commerce, Consumer, and Monetary A ffa irs  Subcommittee on Ju ly 12, 1978, 
concerning the export of chemical substances banned by EPA fo r  use in  
the United States, she promised to supply certa in information fo r  the 
record. I would lik e  to  provide a portion o f th is  information a t th is  
time, and to ou tline  steps we have taken to develop the remainder of 
the information.

During the course o f the hearing, you asked what foreign countries 
cu rren tly  use pesticides which are not permitted to  be used in  the 
United States. The Agency does not c o lle c t data on pesticide use in  
other countries, but we re ly  on figures compiled by in ternational 
organizations. The figures availab le to us do not include a ll countries 
nor has data on a ll pesticides been collected. However, the Yearbook 
of Production published by the Food and Agricu ltura l Organization of 
the United Nations does give usage figures fo r  a number o f countries 
fo r several major pesticides which have been cancelled in  the U.S.
Usage figures fo r DDT, Benzene Hexachloride (BHC), and al d rin /d ie l drin 
and related compounds fo r  the countries reported generally ind icate 
a decrease from 1974 to  1975 in  the number o f countries using such 
m ateria ls, and in  those s t i l l  using such compounds in  1975, a decrease 
in  usage volume. I have enclosed copies of charts from the 1976 
Yearbook of-Production fo r your information.

In general terms, i t  is  l ik e ly  tha t many countries use pesticides 
which have been cancelled or are not registered fo r  use in  the U.S., 
although not a ll those nations use such products fo r  ag ricu ltu ra l 
purposes. American consumers are protected from the " re introduction" 
o f such pesticides in  the form o f residues on imported ag ricu ltu ra l
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commodities through the tolerance requirements under the Federal Food, 
Drug, and Cosmetic Act as we explained in our testimony. Such tolerance 
requirements are enforced at ports-of-entry by the Food and Drug 
Administration (FDA). In th is  regard, the Subcommittee requested 
s ta tis tic s  on actions taken by FDA on imported agricu ltura l commodities 
which were found to have pesticide residues in excess of established 
U.S. tolerances. We have requested that FDA provide such information, 
and in particu la r, to indicate i f  there are specific import commodities 
which are sampled more frequently, or on a regular basis due to past 
problems with excessive residues of cancelled or unregistered pesticides 
We w ill be glad to provide th is  information to the Subcommitee when we 
receive i t .

A question was also raised concerning firms that produce pesticides 
fo r export and why EPA does not publish a l i s t  o f these companies.
Until the Subcommittee suggested such a l i s t ,  no one had sought such 
information, nor have we needed such a l i s t  in  carrying out our pesti­
cide regulatory respons ib ilities . A comprehensive l i s t  o f a ll exporters 
would be very d i f f ic u l t  to develop since EPA does not under the Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA), reg ister exported 
pesticides, and thus has imposed no record keeping requirements on 
registrants which could y ie ld  overall export information a t the "push 
of a button."

Many, i f  not most, pesticides which are exported from the 
United States are also marketed in  domestic commerce. Products 
which are marketed domestically must be registered with EPA, and 
producers must report production volumes to the Agency. However, 
no d is tinc tion  is  made when reporting production volumes between 
products destined fo r the domestic market and those that w ill be 
exported. In order to discriminate between domestic and export 
products, EPA would have to survey every pesticide producing 
establishment. The large number of establishments (over 7,000) 
would make th is  a task of enormous magnitude. Once compiled, 
such a l i s t  would have to be constantly updated as producers 
entered and 1 e f t  the export market.

In the case of cancelled and suspended products, only a 
handful o f the producers at the time o f regulatory action have 
remained in production fo r the international market. We have 
provided the Subcommittee a l i s t  o f producers o f cancelled or 
suspended products fo r export. This l i s t  was compiled by our 
Regional o ffices by survey of the producers in  th e ir area. The 
fact of cancellation or suspension makes the task considerably 
easier because so few firms have remained in  production, and are 
more easily ide n tifie d . As we have explained previously, pro­
duction figures and information produced by these companies is  
considered to be trade secret information under section 10 of 
FIFRA and e n title d  to confidential treatment by EPA.
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I believe, Mr. Chairman, that the amendments concerning pesticides produced fo r export which were recently agreed to in Conference Committee w ill go a long way to ide n tify  fo r other countries those products which have not been approved fo r use in  the United States. The requirements that unregistered or cancelled pesticides be labeled “Not fo r Use in the United States*', and that foreign importers sign a statement acknowledging that a product is  not approved fo r use in the U.S. w ill provide foreign users the necessary information concerning the status of products imported from the U.S. The provision that EPA provide information to countries concerning the bases fo r cancellation and suspension actions, and advise foreign o ff ic ia ls  of appropriate alternatives that we have identified  w ill fu rther improve the a b il ity  of other countries to make the ir own informed decisions on the use of products which are not approved fo r use in  the U.S.

Allow me to express Ms. Blum's appreciation fo r the opportunity to present EPA's policy and views on the export of substances regulated by the Agency. You may expect fu rther information from FDA in the near fu ture. I f  I may be of any further service, please le t  me know.

Sincerely yours

Charles S. Warren 
Director
Office of Legislation

32-427 0  -  78 -  14
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DEPARTM EN T OF HEALTH, EDUC ATIO N . AN D W ELFARE 
P U B L IC  H E A L T H  S E R V IC E  

F O O D  A N D  D R U G  A D M IN IS T R A T IO N  

R O C K V IL L E .  M A R Y L A N D  20857

Honorable Benjamin Rosenthal 
Chairman, Subcommittee on Commerce, 

Consumer and Monetary A ffa irs  
Committee on Government Operations 
House o f Representatives 
Washington, D.C. 20515

Dear Mr. Rosenthal :

The Environmental Protection Agency (EPA) has advised us by le t te r  
dated August 18, 1978 tha t during EPA's testimony before your Subcommittee 
on July 12, 1978, the Subcommittee had several questions regarding the 
possible reimportation o f banned pesticides in the form of residues on 
imported ag ricu ltu ra l commodities. Because the Food and Drug Administration 
(FDA) is  responsible fo r  determining whether imported foods comply w ith 
EPA tolerances fo r pesticide residues, EPA requested that we respond 
to the Subcommittee on th is  matter.

EPA's le t te r ,  which was sent to John Wessel, FDA's O ffice o f Regulatory 
A ffa irs , id e n tifie d  three main areas in  which the Subcommittee is  
seeking inform ation. Mr. Wessel discussed these items with Ms. Jean Perwin 
of your s ta f f  and she agreed tha t th is  is  the type of information needed 
by the Subcommittee. These items, along w ith our responses, are as 
fo l1ows:

1. S ta tis tic s  on actions taken by FDA on imported products rejected 
due to pesticide residues in excess o f established tolerances.

Each year FDA samples and tests about 2,000 shipments o f imported raw 
ag ricu ltu ra l commodities fo r  pesticide residues. A s ta t is t ic a l overview 
o f the resu lts o f th is  sampling a c t iv i ty  fo r  f is c a l 1977 and f is c a l 1978 
(up to May 1978) is  presented in the enclosed tab le (Enclosure I ) .  The 
table l is ts  the number of samples and va rie ty  o f commodities tested, 
number o f d iffe re n t pesticides detected, percent o f v io la tiv e  samples, 
and number o f actions taken by FDA. These s ta t is t ic s  are grouped accord­
ing to whether the food is o f Mexican or other foreign country o r ig in .
Mexico is l is te d  separately because o f the re la t iv e ly  large volume o f 
fresh produce i t  exports to the United States. As shown in the ta b le , 
during th is  20-month period, FDA denied entry to a to ta l o f 211 shipments 
of imported produce found to  contain i l le g a l pesticide residues. Most 
o f these actions were due to the fac t tha t no EPA tolerances were established 
fo r the pesticide residues present. I t  should also be noted tha t in addition 
to detention o f indiv idual shipments o f imported food, FDA has at times 
closed ports o f entry to  a l l shipments o f certa in  food commodities from 
a pa rticu la r country when i t  became evident tha t a spec ific  residue problem
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was continuing. For example, since 1973 FDA has closed the border on 
seven d iffe re n t occasions to  shipments o f Mexican strawberries and peppers 
because o f il le g a l pesticide residues.

2. Information on pa rticu la r import commodities tha t are sampled 
more frequently or on a regular basis due to  past problems with 
excessive residues. Are there any problems w ith a spe c ific  cancelled 
pesticide or pesticides?

FDA's level o f sampling and selection of import commodities take in to  
account various fac to rs , inc lud ing: data from U.S. Customs and the 
U.S. Department o f A gricu ltu re on volume of import shipments; d ie tary 
s ign ificance o f the imported food; and past residue problems. Therefore, 
based on these fac to rs , some import commodities are sampled more frequently 
than others. P articu la r emphasis is  given to  raw ag ricu ltu ra l commodities, 
da iry  products (mainly cheeses), and f is h .

FDA has not encountered any s ig n if ic a n t residue problems with imported 
food fo r  those pesticides tha t have been cancelled by EPA. This is 
probably due to the fac t tha t many countries have also discontinued food 
uses of these pesticides. For example, the pesticide leptophos was widely 
used in Mexico on a va rie ty  o f food crops and as would be expected, FDA 
frequently found residues o f th is  pesticide on Mexican produce. However, 
when EPA cancelled U.S. reg is tra tions  o f leptophos, Mexico immediately 
followed s u it.  Since tha t tim e, we have not detected leptophos residues 
in  Mexican produce. I t  is  also in te resting  to note tha t fo r  the cancelled 
pesticides DDT and d ie ld r in  tha t while residues of these pesticides s t i l l  
occur in some imported foods (a ttr ib u ta b le  mainly to  the presence of these 
pesticides in the environment) the levels are comparable to or less than 
those occurring in the domestically produced foods.

3. One o f EPA's witnesses used BHC on cocoa beans as an example of a 
cancelled pesticide applied to imported ag ricu ltu ra l commodities.
Is i t  possible to  get sampling s ta t is t ic s  fo r  cocoa and another 
major import (e .g ., coffee)?

In 1974 FDA encountered several residue problems w ith cocoa beans. One 
problem involved the use o f DDT fo r malaria control in Ecuador, which 
resulted in the in d ire c t contamination o f cocoa. FDA detained a number 
o f shipments o f th is  commodity because o f the residue problem. FDA also 
encountered BHC residues in  cocoa beans imported from Ghana. However, 
th is  problem took place before EPA cancelled BHC uses in  the United States 
We are reviewing our f i le s  to  obtain more current information on BHC 
residues on cocoa beans. As soon as th is  review is  completed, we w ill 
forward the information to the Subcommittee.

In regard to  coffee beans, FDA received reports in  1977 tha t banned 
pesticides were being used on coffee beans in a number o f South American 
countries. As a resu lt o f these reports, we in it ia te d  a special survey
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to sample and examine th is  commodity from selected countries to  determine 
the nature and extent o f pesticide residue contamination. The resu lts  
o f th is  special survey are presented in the enclosed report (Enclosure I I )  
The special survey resu lts show the presence o f very low levels o f banned 
pesticides such as DDT, BHC, and d ie ld r in .  However, there was no evidence 
to indica te tha t any o f these pesticides were being used d ire c tly  in  the 
production o f coffee beans. We concluded tha t these levels o f pestic ide 
residues do not pose a hazard to  the consumer. We w i l l ,  however, continue 
to spot check coffee beans imported in to  the United States fo r  pesticide 
residues.

I f  we can be o f fu rth e r assistance to the Subcommittee in th is  m atter, 
please do not hesitate to  contact us.

S incerely yours,

Robert C. Wetherell , J r . ,  D irec t 
O ffice o f Legis la tive Services

2 Enclosures
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STATISTICS ON FDA SAMPLING

ENCLOSURE I

OF IMPORTED PRODUCE. FOR FY 77 AND 78

F is c a l 1977 M ex ico

O th e r
F o re ig n

C o u n tr ie s

Samples T e s te d 1 ,2 5 8 708

V a r ie t y  o f  C om m odities T e s te d 26 156

D i f f e r e n t  P e s t ic id e s  D e te c te d 34 43

V io la t i v e  Samples (p e rc e n t) 7 .2 7 .6
-  Above EPA T o le ra n c e 1 .7 1 .3
-  No T o le ra n c e 5 .5 6 .3

D e te n t io n s  o r  S e iz u re s 40 128

F is c a l 1978 (To May 1978) M exico

O th e r
F o re ig n

C o u n tr ie s

Sam ples T e s te d 531 295

V a r ie t y  o f  C om m odities T e s te d 22 115

D i f f e r e n t  P e s t ic id e s  D e te c te d 28 33

V io la t i v e  Samples ( p e rc e n t) 3 .2 4 .4
-  Above EPA T o le ra n c e 0 .6 2 .0
-  No T o le ra n c e 2 .6 2 .4

D e te n t io n s  o r  S e iz u re s 27 16
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FY 77/78 Pesticides in Irajiorted Coffee Beans 

(Division Assignment)

Date Accepted January 25, 1978 By J .  Paul M ile

U.S. DEPARTM ENT OF HEALTH, ED U C ATIO N , A N D  WELFARE

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

BUREAU OF FOODS
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COMPLIANCE PROGRAM EVALUATION 
FY 77/78 Pesticides in Imported Coffee Beans (Division Assignment)

OBJECTIVE

To sample and examine imported coffee beans from selected countries to 
determine the nature and extent of pesticide contamination.

BACKGROUND

Coffee is imported into the United States as green (unroasted) beans which are 
sampled and analyzed as such by the Food and Drug Administration (FDA). Approx-

'  imately 2.75 billion pounds of coffee were imported into the U.S. during 1976. The
following ten countries, in order of prominence, accounted for about 75% of the 
1976 coffee imports: Brazil, Colombia, Mexico, Ivory Coast, Indonesia, El 
Salvador, Uganda, Angola, Ecuador, and Guatemala.

During 1977, the FDA received reports that pesticides such as chlordane, aldrin, 
dieldrin, endrin, and heptachlor may be used on coffee beans in Colombia, Brazil, 
Ecuador and other South American countries. There are no established tolerances 
for any of these pesticides in or on coffee beans.

•  Tolerance - A regulation established under Section 408 of the Food, Drug, 
and Cosmetic Act by the Environmental Protection Agency (EPA) which sets 
forth the maximum level of a particular pesticide that can legally be present 
in or on a particular food.

During the period July 1974 through May 1977, the FDA examined a total of 19 
samples of imported coffee beans from 12 countries. Attachment A shows 
pesticide residues and levels found during this period. Ten of these samples 
contained detectable levels of one or more of the following pesticide residues: 
DDT, DDE, BHC, lindane, malathion, and diazinon. A ll residues detected were 
below 0.1 ppm. Of these pesticides, only diazinon has an established tolerance (0.2 
ppm).
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PROGRAM DATA

Program Design

This Assignment directed each of the seven FDA Field Districts (New York, New 
Orleans, San Francisco, Houston, Dallas, Orlando and Baltimore), which encompass 
the principal ports of entry for coffee beans, to do the following:

1. Collect 10 samples of imported coffee beans.

2. Complete sample collections no later than October 31, 1977.

3. Select samples from as many exporting countries as possible.

4. Analyze the samples for pesticide residues using the multiresidue method for 
organochlorine and organophosphorus residues (Pesticide Analytical Manual, 
Vol. I, 212.13b, with the additional 50% ethyl ether/petroleum ether elution 
for complete recovery of malathion).

5. Perform check analysis and confirmation for residues above tolerance levels 
or for residues above trace levels for which no tolerance exists, and report 
such findings to FDA Headquarters for review.

Data Summary

This Assignment resulted in the collection and analysis of 55 samples from 19 
countries through 8 U.S. ports (Orlando District has 2 ports of entry). Some of the 
Districts did not have sufficient import entries during this period to achieve the 
expected total of 70 samples.

Attachment B shows the individual residue findings in the 55 samples collected 
during this Assignment period of August, September and October, 1977. Twenty- 
five of the samples (45%) contained one or more residues. A total of 45 residues 
were detected, with 60% of these at trace levels. Pesticides in decreasing order of 
detection frequency were; DDT, BHC, DDE, lindane, diazinon, malathion, dieldrin 
and heptachlor. Highest individual levels were for the organophosphorus pesticides 
malathion (0.2 ppm) and diazinon (0.13 ppm).

The same pesticide residues found prior to this Assignment (Attachment A) were 
found during the conduct of the Assignment. In addition, dieldrin and heptachlor 
were found once each at trace levels in these data but were undetected in the 
earlier period. In the earlier period 53% of the samples contained one or more 
residues, and 47% of the residues detected were at trace levels.
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Overall, findings in these two periods are similar and no trend appears to be 
developing. The residues found during this Assignment are of pesticides which have 
been used on a worldwide basis.

No attempt has been made to determine any statistical differences between 
countries since the rates of sampling varied widely and the high frequency of traces 

4  (barely detectable levels) would render such an attempt meaningless.

Significance of Pesticide Levels

Because of worldwide usage of pesticides, particularly those of the chlorinated 
*  hydrocarbon class, such as DDT and BHC, it is not unexpected to detect low levels

of these pesticides or their metabolites in almost all food classes grown in the U.S. 
and elsewhere. Thus, finding trace levels or levels slightly exceeding trace levels 
of DDT, DDE, BHC, lindane, heptachlor and dieldrin is not unexpected and may be 
attributed to environmental factors rather than to purposeful applications.
Therefore, the FDA considers the presence of these pesticides in green coffee 
beans as probably being unavoidable at the levels reported in this survey.

Diazinon and malathion belong to a class of pesticides known as organophosphorus, 
which are characteristically more readily degraded than chlorinated hydrocarbons. 
The two diazinon findings are well within the 0.2 ppm tolerance. The finding of 0.2 
ppm malathion in one sample is not covered by a tolerance and may represent 
purposeful application. However, the lot was allowed entry because of evidence 
that there would be no detectable amount in coffee brewed from these beans.

The FDA performed experiments on a few research samples aimed at determining 
the extent to which pesticide residues in green coffee beans survive the roasting 
process. A major coffee firm  cooperated by roasting the green coffee beans 
through the commercial roasting process.

A ll pesticide residues found in the green beans were significantly lower after 
roasting. Originally detectable BHC, lindane, and malathion residues were either 
non-detectable or present as incalculably low traces after roasting. The total DDT 
group appeared to have the highest survival rate; however, even in this case over 
90% of the residue was removed by roasting. (The original level of about 0.09 ppm 
declined to traces estimated at 0.008 ppm.)
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It may further be expected that the transfer of residues to brewed coffee would be 
incomplete. Such experiments were not performed; however, since levels in the 
brew would have been so low as to be nondetectable even i f  all the pesticide 
residues were extracted into the coffee liquid. This assumption is supported by the 
lack of detectable pesticide residues in the beverage composites in FDA's ongoing 
Total Diet Study which contain brewed coffee.

An accurate estimate of dietary intake of pesticides from coffee is not possible, 
but an approximation of the magnitude can be obtained from the following 
example.

Assume: 1. 4 cups of brewed coffee are consumed daily
2. 50 g. roasted coffee required to make 4 cups of brew
3. A ll of the residue present in the roasted coffee transfers to the brew
4. 0.09 ppm total DDT residue in the green coffee beans (highest in­

dividual survey sample)
5. 10% of the residue in the green beans survives the roasting process 

DDT intake from 4 cups coffee per day = 50g x 0.09 ug x 0.10 = 0.45 ug
-6 g

•  ppm - parts per million or micro (10 ) gram per gram.

Thus, less than i  ug of DDT residue is added to the total daily intake from this 
example even i f  all the DDT residue were extracted from the brew. The average 
total DDT intake for the U.S. adult from the entire diet is currently about 6 ug/day 
(based on FDA's Total Diet Study). The acceptable daily intake for a 70 Kg man is 
350 ug established by the World Health Organizetion/Food and Agricultural 
Organization.

Based on the above review it is concluded that the current levels of pesticides in 
imported coffee beans do not pose a hazard to the consumer.

Data Quality

The data used to evaluate this survey were obtained from analytical worksheets 
submitted by the FDA Field Districts as directed by this Assignment. For the 
purpose of this evaluation, the submitted data were satisfactory.

FINDINGS

1. The current levels of pesticides in imported coffee beans do not pose a hazard
to the consumer. «

a
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2. Residues in imported coffee beans include low levels of the following pesticides 
which have been or are being used on a world-wide basis: DDT compounds, 
BHC, lindane, diazinon, malathion, dieldrin, and heptachlor.

3. Comparison of these findings with earlier findings from July 1974 - May 1977 
does not show a trend in types, levels, and frequency of residues in imported 
coffee beans.

ACTIONS

1. The FDA continues to monitor the levels of pesticides in the FY 78 Total Diet 
Study, which includes brewed coffee, as a means of gauging dietary intakes of 
pesticides from foods as consumed.

2. The FDA is monitoring pesticides in imported coffee beans under the FY 78 
Import Foods - General Program.

32-427 0  - 78 -  15
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Requests lor copies of this Compliance Program 
Evaluation should be directed to:

The Assistant Commissioner for Professional 
and Consumer Programs (HFG-1)

Food & Drug Administration,. Rm. 153-^1 
5600 Fishers Lane 
Rockville, Maryland 20857

*
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Mr. Rosenthal. Our next witness is Ms. Susan King of the 
Consumer Product Safety Commission.

We will take a brief recess before we bear from Ms. King.
TRecess taken.]
Mr. Rosenthal. I apologize for being late, Ms. King.
You have a prepared statement, and you may proceed as you wish.

STATEMENT OF SUSAN B. KING, CHAIRMAN, CONSUMER PRODUCT
SAFETY COMMISSION; ACCOMPANIED BY MICHAEL A. BROWN,
EXECUTIVE DIRECTOR; AND ALAN C. SHAKIN, STAFF ATTORNEY

Ms. K ing. Thank you very much. Mr. Chairman.
For the record, I  was designated Chair of the Consumer Product 

Safety Commission on July 1, so I have been serving for a little over 
a week in that capacity.

Mr. Rosenthal. Congratulations.
Ms. K ing. Thank you.
I am accompanied here today by Michael Brown, to my right, who 

is Executive Director of CPSC, and to my left- by Alan Shakin of 
the General Counsel’s staff.

I t  is a pleasure for us to appear before this subcommittee todav on 
behalf of my colleagues to discuss the issue of export of hazardous 
consumer products and our experience with the issue, as well as to 
advance some thoughts on dealing with future export problems.

I  would note at this time that Commissioner Franklin intends to 
submit her own views to'the subcommittee separately.

TSee p. 229.]
Ms. K ing. The Consumer Product Safety Commission welcomes 

these hearings.
Recent events concerning the export of Tris-treated children’s 

sleepwear have highlighted an issue that the Commission and similar 
agencies face regularly: Should products that the U.S. Government 
deems too hazardous for American citizens be allowed to be shipped 
abroad where they may still cause harm ?

Federal health and safety laws take a variety of approaches in 
dealing with this question, and there is presently no Government wide 
policy on the export issue.

We hope that these hearings will clarifv some of the questions that 
surround the complex issue of hazardous consumer product export.

This is an issue of vital importance, not only to consumers in foreign 
countries but to American consumers as well.

With a possible future increase in exports of U.S. consumer goods 
and a possible acceleration of Government participation in consumer 
oroduct safety, the export issue deserves greater public attention than 
it has received to date.

The Consumer Product Safety Commission feels that it has been 
on the cutting edge of this issue for some time, and has been working 
to a degree in uncharted waters because there is no Govemmentwide 
agreement as to what export policies should exist.

In that context, we welcome guidance from the Congress as to what 
the future Governmentwide policv should be.

You have asked that we respond to a number of specific questions. 
I believe there were seven questions.
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We will attempt to do so in the testimony, although not necessarily 
in the same order in which you posed the questions.

Let me begin briefly by describing the export provisions in the laws 
administered by CPSC. There are three statutes that deal directly with 
the export question.

First, section 18 of the Consumer Product Safety Act states that any 
consumer product that can be shown to be produced or imported for 
export, and is so labeled, is exempt from the provisions of the act, 
unless the product is distributed in commerce for use in the United 
States—15 U.S.C. 2067.

Second, under the Federal Hazardous Substances Act, certain prod­
ucts may be exported as long as they are packaged and labeled to the 
specifications of the foreign purchaser and in accordance with foreign 
law.

Under section 5 of the Federal Hazardous Substances Act, people 
who export such products are exempt from penalties so long as they 
have not sold or offered the products for sale in domestic commerce— 
15 U.S.C. 1264 and 15 U.S.C. 1265.

Finally, under the Flammable Fabrics Act, certain products that are 
intended for export are exempt from the requirements of the act.

The Federal Trade Commission, which formerly administered the 
Flammable Fabrics Act, debated for years whether the FFA  statutory 
language permitted a product, once intended for domestic sale, to l)e 
later eligible for exemption.

The Consumer Product Safety Commission, when it assumed juris­
diction over the Flammable Fabrics Act, denied the exemption to such 
noncomplying products and generally prohibited their export—16 
CFR 1602.2.

Recently, much attention has been focused on the export of Tris 
products, which we believe are banned under the Federal Hazardous 
Substances Act.

On April 7, 1977, the Commission interpreted certain Tris-treated 
products, including children’s sleepwear in sizes 0 to 14, to be banned 
hazardous substances under the Federal Hazardous Substances Act.

Following requests by apparel manufacturers’ trade associations, 
and following litigation with these associations, the Commission ex­
panded its statutory interpretation to include Tris-treated component 
products.

A fabric mill later obtained an injunction in a separate lawsuit in 
South Carolina against enforcement of the Commission’s interpreta­
tions.

Nevertheless, under the terms of an appellate decision, the Commis­
sion has filed numerous individual civil actions to enforce the pro­
visions of the Federal Hazardous Substances Act against those who 
continued to sell Tris products.

On May 5,1978, the Commission interpreted the Federal Hazardous 
Substances Act as providing authority to prohibit export of Tris 
products that have ever been sold or offered for sale m domestic com­
merce, and that are banned hazardous products.

The Commission’s action reversed its earlier interpretation of 
October 20.1977.

By its May 5 interpretation which, of course, was based on the 
FTISA statutory language, the Commission took a decisive step to deal 
with the problem of hazardous consumer product exports.
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The Commission believes that the United States has an obligation 
to protect the citizens of other countries from the export of certain 
hazardous products from this country.

Some products—for example, Tris-treated children’s sleepwear— 
are so dangerous that the risks they pose transcend national boundaries.

An action to prohibit the export of hazardous products carries 
with it the added benefit of helping to protect the U.S. consumer.

Tf U.S. manufacturers cannot sell to foreign countries products that 
subsequent to production have been ruled too hazardous for domestic 
sale, industry has an incentive to produce safe products initially.

Further, prohibiting the export of hazardous products eliminates 
the possibility of later reentry into this country.

In considering the question of hazardous consumer product export 
generally, however, we caution that the case of Tris products may not 
be typical.

Although our May 5 decision provides an important precedent as to 
how the Commission will interpret its authority to prohibit exports 
in the future, it does not necessarily indicate how we intend to use our 
discretionary authority in dealing with the export of other hazardous 
products under other circumstances.

Within the Commission’s statutory framework, three principal fac­
tors must l>e weighed in making a determination regarding the export 
of products deemed too hazardous for U.S. consumption.

First and foremost is the question of the degree of risk the product 
presents to U.S. consumers through reimportation, and to foreign 
consumers.

Second, close attention must be paid to the cultural and geographic 
context in which the product will be used in the foreign country.

Differing patterns of product use may mean that U.S. product 
safety requirements make less sense in a foreign context.

In  the case of bicycle safety standards, for example, U.S. require­
ments for headlight beam reflectors very well may not be relevant 
in a nation that has few cars.

Third, consideration must also be given to the economic conse­
quences of export restrictions. Such restrictions can affect not only 
the economies of foreign nations but also U.S. domestic manufac­
turing output and competition, as well as our balance of payments.

Turning again to the Tris export decision and in response to your 
first question concerning the extent of export of consumer products 
banned under the Consumer Product Safety Act and Federal Haz­
ardous Substances Act, the Commission’s staff has taken several steps 
to determine the extent of Tris exports and to insure compliance with 
the May 5 decision.

In anticipation of the Mav 5 action, the CPSC staff conducted a 
telephone survey and a number of inspections to determine whether 
Tris-treated children’s garments were being exported and to gather 
information on how much stock remained in the hands of 
manufacturers.

The survey indicated that a total of 18 manufacturers exported, 
or attempted to export, Tris-treated children’s sleepwear before the 
May 5 decision. Four manufacturers may have exported the products.

A total of approximately 2.4 million garments were reported as 
having been shipped abroad.
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To insure compliance with the May 5 decision, on June 14, 1978, 
the Commission published in the Federal Register a statement of 
policy explaining that May 5 decision.

Subsequently, the Commission sent the Federal Register notice to 
99 manufacturers, all known to have had stocks of Tris products 

on or after April 8,1977, to inform them of the export decision.
At the same time, the Commission sent the manufacturers special 

orders, as provided by section 27(b)(1) of the Consumer Product 
Safety Act. *

Attached is a copy of the special order, the Federal Register notice, 
and a cover letter, as it was sent to these 99 manufacturers.

The special orders, which are similar to subpenas, require the manu­
facturers to submit detailed information about their present stocks *
of Tris products.

They also require manufacturers to provide the Commission with 
15-day prior notification of any future disposition of the products.

Responses to the special orders are due July 17,1978. Manufacturers 
who fail to respond face possible penalties of up to $2,000 for each 
violation.

The special orders should give the Commission an accurate account­
ing of remaining Tris stock and should allow the Commission to use 
its enforcement resources as efficiently as possible in monitoring the 
future disposition of the stock.

Based on the information obtained through the special orders, the 
staff will conduct surveillance spot checks of companies holding Tris 
products. The staff will also continue to follow up complaints received 
from industry or other sources regarding possible export, activities.

As for other products the Commission has banned under the Fed­
eral Hazardous Substances Act, the Commission know of no exports 
of noncomplying FHSA products since the May 5 decision.

Prior to that decision, the CPSC staff followed the Commission’s 
earlier interpretation of the FHSA permitting export of noncomply­
ing products. Thus the staff took no legal steps to preclude export of 
noncomplying products and did not collect data on the export of 
banned Federal Hazardous Substances Act products.

As for products banned under the Consumer Product Safety Act. 
prior to the May 5 decision, the staff regarded the Consumer Product 
Safety Act’s export provisions as having the same practical effect as 4 
the Federal Hazardous Substances Act export provisions and thus 
was not involved in efforts to prevent export.

Additionally, bans under the Consumer Product Safety Act have 
not resulted in the same kinds of problems as we encountered with * 
Tris.

The subcommittee has asked whether we are considering ban-and- 
repurchase actions under the Federal Hazardous Substances Act that 
would result in the export of significant quantities of banned products.
We 'are not now considering any such action.

You have asked what is the current Commission view with regard 
to an export policy for the Consumer Product Safety Commission.

Although we have not vet developed a comprehensive export policv, 
the Commission’s May 5 decision on Tris indicates how we are likely 
to approach the export issue in the future.
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Further, the staff is currently reviewing another case that will 
require the Commission to consider procedures regarding the export 
of products subject to the Federal Hazardous Substances Act or the 
Consumer Product Safety Act.

The case involves children’s toy banks subject to FHSA lead-in 
paint regulations.

The importer is presently holding banks that were recalled or never 
distributed, and he has requested permission to export the products.

The staff is currently preparing a briefing package for the Com- 
< missioners on this case.

You asked whether the Flammable Fabrics Act export policy has 
proven effective.

The Commission cannot fully assess the policy’s effectiveness at this 
* time.

The Commission learns of noncomplying exports through our field 
offices’ surveillance efforts and through reports of defective products 
in accordance with section 15(b) of the Consumer Product Safety 
Act.

Firms are not required to report their intentions to export non­
complying products, and the Commission’s limited resources do not 
allow us to fully monitor the export activities of the large and diverse 
fabrics industry.

Despite what we acknowledge to be the limited amount of informa­
tion available, there are two instances that provide at least some indi­
cation of the policv’s effectiveness.

The first case involved the importation of noncomplying general 
wearing apparel in which the importer reported the matter to the 
Commission under section 15(b).

The staff informally advised the importer that the Flammable Fab­
rics Act export policy prohibits export of noncomplying goods. The 
importer has not disposed of the goods, and the case is still pending.

Second, the Commission’s FFA export policy is presently the sub­
ject of litigation in the U.S. District Court for the Northern District 
of Georgia.

The Commission is seeking civil penalties against a carpet manu­
facturer for violating a cease-and-desist order. The case is based in 
part on an allegation of exportation of noncomplying carpet.

The company has raised as a defense the illegality and inapplica- 
bility of the Commission’s export policv. This issue may be resolved in 
the course of that litigation.

You have asked us whether the State Department has been helpful 
in notifving foreign governments of relevant CPSC actions.

« The State Department has been helpful whenever contacted by the
Commission for assistance.

For example, in August of 1977, at the Commission’s request, the 
State Department forwarded information on the hazards associated 
with Tris to the Director of the International Agency for Research 
on Cancer, a subsidiary body of the World Health Organization.

On two other occasions—one concerning defective pacifiers from 
Spain and the other regarding saddle blanket yarn contaminated with 
anthrax spores from India. Pakistan, and Afghanistan—the Commis­
sion provided information to the State Department about a hazardous
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product imported into the United States. Please note that we were 
dealing with an import problem rather than an export problem.

This subcommittee has asked that we comment as to what defects 
we believe exist in our statutory authority on exports.

Under the Federal Hazardous Substances Act, as well as the Con­
sumer Product Safety Act and the Flammable Fabrics Act, it is clearly 
permissible to export products that have not been introduced into 
domestic commerce, regardless of the degree of hazard they may 
present.

This different treatment of goods, depending upon whether they * 
have been introduced into domestic commerce, causes problems in 
administering the statute.

Further, the statutory export language is subject to varying inter­
pretations as to whether it provides clear legal authority for the Com- 
mission to prohibit exports.

For these reasons, the Commission urges congressional action to 
state in clear statutory terms our authority to prohibit exports of haz­
ardous products. Such legislation could also provide an opportunity 
to coordinate export policies among various Federal agencies.

Mr. Rosenthal. The Peterson committee, I  presume, is considering 
this matter; right ?

Ms. King. Yes. We would very strongly favor a national export 
policy and some method for coordinating-----

Mr. Rosenthal. The committee that Ms. Peterson told us about 
yesterday presumably is working on this very issue.

Ms. K ing. Yes. We are verv actively participating in that effort.
Because we are working with them on the report that they plan to 

have available by September, at this time we do not want to make any 
comments as to what we think a national export policy should be. We 
will first let them issue the final report on that.

Tn response to your request for legislative recommendations, in the 
absence of a national policy we will speak directly to our statutory 
authority only.

You have asked us for legislative recommendations on the export 
issue. The Commission recommends, if there is no national export 
policy, that Congress give the Consumer Product Safety Commis­
sion clear statutory authority to ban on a discretionary basis the 
export of products that the Consumer Product Safety Commission 
has ruled to a hazardous for domestic sale. «

Under this discretionary authority, CPSC could determine that 
selected consumer products are unsuitable for export. The Commis­
sion would make this determination in a rulemaking or adjudicatory 
proceeding and base it on specific criteria. *

For example, the degree and nature of the hazard presented; the 
legality and acceptability of the product in the countries of possible 
destination; and the possible economic impact.

The Consumer Product Safety Commission should have the author­
ity to block export pending completion of such a proceeding.

Similar discretionary authority to ban exports already exists in 
several Federal statutes.

As you have discussed with prior witnesses before the subcommittee, 
the medical device amendments to the Food, Drug and Cosmetic Act,
21 U.S.C. 381(d) 1976, empower the Secretary of HEW  to prohibit
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pn a discretionary basis the export of medical devices that do not 
comply with specified performance standards, have not received pre- 
market clearance, or have been banned.

While such legislation would be our strong preference, other legis­
lative approaches are also possible.

One approach would be to give the CPSC the discretionary author­
ity to require exporters to secure the permission of the government of 
the importing country as a condition of export.

As in our proposal for discretionary ban authority, a decision to 
invoke the permission requirement would be made following a rule- 
making or adjudicatory proceeding and would be based upon specific 
criteria.

The concept of requiring the receiving country’s specific approval 
as a condition of export is also not a new one.

The medical device, amendments I  mentioned earlier allow HEW to 
require such approval as an alternative to an outright export ban.

The administration’s Drug Regulation Reform Act of 1978 that 
Don Kennedy discussed this morning contains a similar procedure 
for the export of new drugs—H.R, 11611 and S. 2755, section 135.

Another approach would be to require exporters to notify the 
Consumer Product Safety Commission prior to exporting a product 
that has been found too hazardous for domestic sale.

Such notification should include a description of the product, the 
anticipated date of shipment, the place from which shipment will 
occur, the ultimate destination of the product, and the quantity of 
of the product to be. exported.

Upon receipt of such a statement, the Commission would see that 
the appropriate U.S. agency notifies the government of the receiving 
country about, the intended export and the hazard the product may 
pose.

It, may also be useful to require labeling of the product to inform 
the importer of the possible hazard.

Again, the concept of requiring notice to the importing country is 
not new. I t  has been the subject of much of your discussion this 
morning,

The Toxic Substances Control Act—15 U.S.C. 2611 (1976)—con­
tains such a requirement for the export of certain toxic substances.

In addition, the House Commerce Committee has included similar 
» language in the Consumer Product Safety Commission’s reauthoriza­

tion legislation which is now pending.
To summarize, Mr. Chairman, the Commission shares your interest 

in the im,x>rtant and complex issue of hazardous product export.
We believe that in some instances placing restrictions on the export 

of dangerous consumer products is both consistent with U.S. human 
rights policy and in the best interests of American consumers.

We urge congressional action on this issue to clarify our legal au- 
thoritw'to place restrictions on hazardous exports and to provide 
greater uniformity in the Federal Government’s approach to dealing 
with the export question.

We appreciate the opportunity to appear here today, and we would 
be clad to answer anv questions that you may have.

Mr. Rosenthal. Thank vou very, very much.
Your attachments will be made a part of the record without 

objection.
[The material referred to follows:]
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ATTACHMENT

U .S . C O N S U M E R  P R O D U C T  S A F E T Y  C O M M IS S IO N

W A S H IN G T O N . O .C . 2 0 2 0 7
/  „

Gentlemen:

As you may a lread y  be aware, on May 5 , 1978, th e  United S ta te s  
Consumer Product Safe ty  Commission determ ined th a t  i t  has a u th o r i ty  to  
p ro h ib it  th e  e x p o rta tio n  of TRIS p ro d u c ts  which a re  banned hazardous 
substances under the  Federal Hazardous Substance Act (FHSA) (15 U.S.C.
1261 e t  se q .)  and which products o r  components th e re o f  have ever been 
so ld  o r o ffe re d  fo r  s a le  in  dom estic commerce. A copy of th e  F ed era l 
R eg is te r n o tic e  s e t t in g  fo r th  th e  Commission’s d e te rm in a tio n  i s  enclosed .

You w i l l  a lso  f in d  enclosed a S p e c ia l Order issu ed  by th e  Commission 
to  your f irm , as w e ll as to  a number o f o th e r  m anufacturers o f TRIS- 
t r e a te d  c h ild re n ’s w earing a p p a re l,  r e q u e s tin g  th a t  your firm  prov ide  to  
the  Commission c e r ta in  in fo rm atio n  about your T R IS -trea ted  p ro d u c ts .

The Commission i s  aware th a t  many firm s to  which th e  S p ec ia l Order 
i s  be ing  d ire c te d  have cooperated  f u l ly  w ith  th e  agency 's e f f o r t s  to  
remove TRIS products from th e  m ark e tp lace . Hence, to  be a r e c ip ie n t  of 
th e  S p e c ia l Order should not be co n stru ed  by a m anufacturer as an in d ic a tio n  
th a t  th e  Commission has reason  to  b e lie v e  th a t  th e  company i s  g u i lty  of 
any wrongdoing. *

I  would p o in t out fo r  your in fo rm a tio n , however, th a t  under the 
Consumer Product S afe ty  Act (CPSA) (15 U.S.C. 2051 e t se q . ) ,  a f a i lu r e  
to  comply w ith  the  S p ec ia l Order could  s u b je c t your firm , as w e ll as 
in d iv id u a l d i r e c to r s ,  o f f i c e r s ,  o r agen ts of th e  firm , to  c i v i l  p e n a lt ie s  
under se c tio n  20 o f the  CPSA (15 U.S.C. 2069), and under c e r ta in  circum stances
to  c r im in a l p e n a lt ie s  under se c tio n  21 o f th e  CPSA (15 U.S..C. 2070).• \  «

<1
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In  a d d it io n  to  th e  in fo rm ation  req u es ted  in  the  S p ec ia l O rder, 
th e  Commission i s  hereby asking a l l  r e c ip ie n ts  o f th i s  l e t t e r  to  inform  
th e  A sso c ia te  E xecutive D irec to r fo r  Compliance and Enforcement as soon 
as p o s s ib le  of any shipm ents of T R IS -trea ted  p roducts which have been 
made to  U. S. p o ssess io n s  or t e r r i t o r i e s  o r to  th e  Commonwealth of 
Puerto  R ico. The Commission views any such shipment as movement of a 
banned hazardous substance  in  i n t e r s t a t e  commerce, which i s  a p ro h ib ite d  
a c t under S ec tio n  4 of th e  FHSA (15 U .S.C. 1263). The agency i s  aware, 
however, th a t  c e r t a in  firm s may have shipped T R IS -trea ted  p roduc ts  to  

,  P uerto  Rico o r o th e r  U nited S ta te s  p o sse ss io n s  or t e r r i t o r i e s  between
A p ril 8 , 1977 and May 5, 1978 on th e  m istaken b e l i e f  th a t  such shipment 
c o n s t i tu te d  e x p o rta tio n  ra th e r  than  movement in  i n t e r s t a t e  commerce. The 
Commission i s  p r im a r ily  in te r e s te d  in  id e n t ify in g  and lo c a t in g  TRIS 
p ro d u c ts  which may y e t be in  th e  m arketp lace  of U. S. p o sse ss io n s  o r 

|  t e r r i t o r i e s  o r th e  Commonwealth o f P uerto  R ico, in  o rd e r th a t  such
p ro d u c ts  can be removed from th e  d is t r i b u t io n  chain  and th e  hands of 
consumers as ra p id ly  as p o s s ib le .

Should you have q u estio n s concerning the  in fo rm ation  req u es ted  by 
th e  S p e c ia l Order or th i s  l e t t e r ,  th e  name and te lephone number of a 
c o n ta c t person  w ith in  the  Commission's s t a f f  i s  inc luded  in  th e  O rder.

S in c e re ly ,

Edwin F. T insw orth
A cting A ssoc ia te  E xecutive D ire c to r
fo r  Compliance & Enforcement

E n c lo su re : (2)

»
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[6355-01]
CONSUMER PRODUCT SAFETY 

COMMISSION
EXPORTATION O f TRIS-TXEATED CHILDREN'S 

WEARING APPAREL AND OTHER TRIS PROD-
ucn

Statement of Entity

AGENCY". Consumer Product Safety 
Commission.
ACTION: Statement of policy. 
SUMMARY: In this notice, the Com­
mission states and discusses its en­
forcement policy concerning the ex-

•The level of restraint has not been ad­
justed to account for Imports after Decem­
ber 31. i m .

portatlon of certain TRIS products 
that it believes are banned hazardous 
substances under the Federal Hazard­
ous Substances Act.
DATES: The policy became effective 
on May 5.1978.
FOR FURTHER INFORMATION 
CONTACT.

Alan Shakin. Office of the General
Counsel. Consumer Product Safety
Commission. Washington. D.C.
20207, telephone 202-634-7770. 

SUPPLEMENTARY INFORMATION: 
Background

Since April 1977 the Commission has 
taken a number of actions concerning 
the chemical flame retardant TRIS, 
and certain products containing TRIS, 
that it believes are "banned hazardous 
substances” under the Federal Hazard­
ous Substances Act (FHSA. 15 U.S.C. 
1261 et seq.). These actions, as well as 
some litigation that has resulted from 
them, are discussed in Federal Regis­
ter notices dated April 8 (42 FR 
18850), June 1 (42 Fr 28060). and De­
cember 6, 1977 (42 FR 61593 and 
61621). . -

On October 20, 1977 the Commission 
considered issues relating to the 
export of the TRIS products that the 
Commission believes are banned haz­
ardous substances. On May 5, 1978 the 
Commission reconsidered these issues. 

Statement op Policy
The Commission's existing policy, 

based on its interpretation of the 
FHSA. is that it has authority to pro­
hibit the export of TRIS products 
which have ever been sold or offered 
for sale in domestic commerce and 
which are banned hazardous sub­
stances. For the reasons discussed in 
the December 6 Federal Register 
statement of policy, the Commission 
believes that the TRIS products 
named in the April 8 and June 1 Fed­
eral Register notices are "banned 
hazardous substances” (in the discus­
sion below, these products will be re­
ferred to as "TRIS products").

In addition, the. Commission has 
considered the question of when a 
TRIS product has been sold or offered 
for sale in domestic commerce, and is 
thus within the scope of this export 
policy. In the Commission’s view:

(1) If a TRIS product has been sold 
or offered for sale in domestic com­
merce in its present form, it would 
clearly Be within the policy. For exam­
ple, if a TRIS-treated children's gar­
ment had been on the shelf of a retail 
store and was then recalled, it would 
be included within the policy. Similar­
ly, if a bolt of TRIS-treated fabric in­
tended for use in children's wearing 
apparel has been sold in domestic com­
merce, it would be included within the 
policy.

25711

(2) If a TRIS product has not been 
sold or offered for sale In domestic 
commerce in its present form, it would 
be within the export policy as long as 
a component which is a TRIS product 
has been sold or offered for sale in do­
mestic commerce. For example, even if 
a TRIS-treated children's garment has 
never left,the factory where' it was 
manufactured, it would be included 
within the policy if one or more of its 
components that are banned hazard­
ous substances such as TRIS-treated 
fabric, have been sold or offered for 
sale in domestic commerce.

Any parties who disagree with the 
Commission’s policy, or with its appli­
cation to particular products, will have 
ample opportunity to contest it at a 
hearing in Federal district court, if 
and when the Commission files en­
forcement actions against the prod­
ucts of such parties.

Dated: June 9. 1978.
Sadye E. Dunn, 

A c tin g  S ecre ta ry , C o n su m e r  
P ro d u c t S a fe ty  C o m m iss io n .

(FR Doc. 78-16437 Filed 6-13-78: 8:45 am)

EEDEEAL REGISTER. V O L  43, NO. 113— WEDNESDAY, JUNE 14, 1778
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U. S. CONSUMER PRODUCT SAFETY COMMISSION

TRIS-TREATED PRODUCTS - -

S p ec ia l Order fo r  Subm ission of ^ In fo rm ation

The U nited  S ta te s  Consumer P roduct S a fe ty  Commission hereby  o rd e rs  

* th o se  m an u fac tu re rs  of c h i ld r e n ’ s sleepw ear served  w ith  t h i s  s p e c ia l

• o rd e r  to  subm it to  the  A sso c ia te  E xecu tive  D ire c to r  f o r  Compliance and 

Enforcem ent of th e  Consumer P roduct S a fe ty  Commission no l a t e r  th an  Ju ly  

17, 1978, the  in fo rm atio n  req u es ted  below:

1 . S ta te  th e  o f f i c i a l  name, com plete a d d re s s , and te le p h o n e

number of the  p r in c ip a l  p lace  of b u s in e ss  o f th e  f i rm . (

2 . S ta te  th e  p lace  of in c o rp o ra tio n  i f  th e  f irm  i s  a 

c o rp o ra tio n .

3. S ta te  th e  name, a d d re s s , and p lace  of in c o rp o ra t io n  

o f  th e  p a ren t c o rp o ra tio n , i f  any.

A. I f  th e  f irm  i s  n o t a c o rp o ra tio n , d e sc r ib e  th e  l e g a l  

e n t i t y .  I f  a p a r tn e r s h ip , s t a t e  th e  names of a l l  

g e n e ra l  and lim ite d  p a r tn e r s .

5 . S ta te  th e  name, a d d re s s , and te lephone number o f  th e  

f i r m ’s r e g is te r e d  ag en t to  re c e iv e  s e rv ic e  of p ro c e s s  in  th e  

j u r i s d i c t i o n  of th e  f i rm ’s p r in c ip a l  p la c e  o f b u s in e s s .

6 . S ta te  th e  name, a d d re s s , and te lephone number o f  th e  

f i rm ’s r e g is te r e d  ag en t a u th o rized  to  re c e iv e  serv ice*  o f 

p ro c e ss  w ith in  th e  D i s t r i c t  of Columbia, i f  an y .'
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S ta te  th e  names and t i t l e s  of th e  p r in c ip a l  o f f i c e r s

of th e  f irm . ' '
• f  ..

L is t  the  name and t i t l e  of each o f f i c i a l  w ith in  th e

firm  who has engaged, i s  engag ing , o r w i l l  engage in

any d e c is io n s  inv o lv in g  T R IS -trea ted  p ro d u c ts  on o r

a f t e r  Mry 5 , 1978, in d ic a tin g  each o f f i c i a l ’s a re a  of

r e s p o n s ib i l i ty  and th e  n a tu re  of th e  d e c is io n (s )  made by

each person  named.

S ta te  th e  number and ex ac t lo c a t io n  o f a l l  T R IS -trea ted

p ro d u c ts  th a t  a re  c u r re n tly  in  in v en to ry  o r o th e rw ise

under th e  f i rm ’s c o n tro l ,  id e n t ify in g  each p ro d u c t and

th e  q u a n tity  th e re o f  by s ty le  o r o t h e r i d e n t i f i a b l e

c l a s s i f i c a t i o n .

For every  d is p o s i t io n  ( fo r  exam ple, d e s t ru c t io n )

o f T R IS -trea ted  p roduc ts which i s  to  be made by th e

firm  a f t e r  r e c e ip t  of th i s  S p ec ia l O rder, n o t i f y  th e

A sso c ia te  E xecutive D ire c to r  fo r  Compliance and Enforcem ent

a t  l e a s t  15 days befo re  each such d is p o s i t io n  i s  schedu led

to  o ccu r, s t a t in g  (1) th e  in ten d ed  means o f d i s p o s i t io n ,  (2 )

th e  in tended  p lace  of d is p o s i t io n ,  (3) the  tim e schedu led

fo r  d is p o s i t io n ,  (4) a d e s c r ip t io n  as to  s ty le  o r  o th e r

id e n t i f i a b l e  c la s s i f i c a t io n  fo r  each p roduct and th e  q u a n t i ty
. . . .  •> ' <•

th e r e o f ,  (5) th e  name, ad d ress  and te lephone  number ,o f th e

o f f i c i a l  w ith in  th e  firm  who i s  re s p o n s ib le  fo r  acco m p lish in g

such d is p o s i t io n ,  (6) th e  name, a d d re s s , and te lep h o n e
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number of any agen t or independent c o n tra c to r  who w i l l

accom plish  such d is p o s i t io n  on b e h a lf  of th e  f i rm , and

(7) id e n t i f y  and d e sc r ib e  in  com plete d e t a i l  each and 

every  document and e n try  thereon  m ain ta ined  by o r  on 

b e h a lf  of the  f irm  which r e l a t e  to  the  d is p o s i t io n  of 

th e  T R IS -trea ted  p ro d u c ts  d esc rib ed  h e re in ,  o r ,  in  th e  

a l t e r n a t iv e ,  subm it c o p ie s  of each such document.

11. F o r each d is p o s i t io n  o f T R IS -trea ted  p roduc t o th e r  

th an  by d e s tru c tio n  ( fo r  example, e x p o r ta tio n )  on 

o r  a f t e r  May 5, 1978, b u t b e fo re  r e c e ip t  of t h i s

. S p e c ia l O rder, s t a t e  th e  ex ac t d a te  of each d i s p o s i t io n ,  

th e  name, com plete ad d re ss  and te lephone number o f  each 

re c e iv in g  p a r ty ,  and th e  q u a n tity  of each p ro d u c t and th e  

■ id e n t i f i c a t io n  th e re o f  w ith  s p e c i f i c i ty  a s  to  s t y l e  o r

o th e r  id e n t i f ia b le  c la s s i f i c a t i o n .

12 . F or any changes which occur in  th e  f i rm ’s  in v e n to ry  o f 

T R IS -trea ted  p roduc ts  a f t e r  your i n i t i a l  subm ission  of 

re sp o n ses  o r fo r  any o th e r  changes In  th e  in fo rm a tio n  

fu rn ish e d  in  th e  f i rm ’ s i n i t i a l  subm ission of in fo rm a tio n , 

p ro v id e  immediate supplem ental responses to  r e f l e c t  a l l  

such changes as they  o ccu r, u n t i l  o th e rw ise  n o t i f i e d  by 

th e  Commission. S ta te  t h i s  in fo rm atio n  in  th e  same form

a s  your i n i t i a l  re sp o n se . , . i ?
* * '• »

Those m anufactu rers who have any q u es tio n s  ab o u t t h e ’ 

s u b je c t  of th i s  S p ec ia l Order should c o n ta c t:  Ms. E liz a b e th  

Jo n e s , D iv is io n  of R egu la to ry  Management, CPSC, te le p h o n e  

(301) 492-6400.

32-427 0  -  78 -  16
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Tills S p e c ia l Order i s  prom ulgated p u rsu an t to  s e c t io n s  

5 , 27 (b )(1 ) and 30(d) of th e  Consumer P ro d u c t S a fe ty  A c t, 15 

U .S.C. 2054, 2 0 7 6 (b )(1 ), and 2079(d), and s e c t io n  1 1 (a ) o f 

th e  F ed e ra l Hazardous Substances A c t, 15 U .S .C . 1 2 7 0 (a ) .

»

By d ir e c t io n  of th e  Commission:
Sheldon D. B u tts  
A cting  S e c re ta ry  
U. S. Consumer P ro d u c t 
S a fe ty  Commission

D ated : 6 / '  v/'"J V

t
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Mr. Rosenthal. Under section 27 (b) (1) of your act you sent special 
•notice to Tris manufacturers requiring information about present 
•inventories. Have you done anything similar to that to other manu­
facturers—for example, baby pacifiers or asbestos products?
• Ms. K ing. No. This is the first instance that the special order has 
been used for this purpose, dealing specifically with the export question.

Mr. Rosenthal. Do you think it would be useful in such a situation 
as the pacifier situation in which there are exports ?

* Ms. King. I t  very well may be.
Mr. Rosenthal. Did the Commission notify any countries since 

1976 and 1977 about the banned pacifiers that were being exported?
Ms. K ing. I  was not a member of the Commission at that time.

> Mr. Rosenthal. I  just wonder if anybody knows the history ofthat.
Mr. Michael Brown. I  am unaware of such notifications, other than 

that we did deal with Spain through the State Department. The paci­
fiers we were banning at that time were products of Spain.

I t  was a question of exportation back to the country of origin, be­
cause the importer was returning the pacifiers to the manufacturer for credit.

Mr. Rosenthal. Ms. King, I  am not sure I  understand what the Commission policy is.
You say that the May 5 decision does not necessarily indicate how 

CPSC discretion in dealing with exports will be used.
You say that the decision indicates how the Commission is likely to 

approach the export issue. In other places, you say you are awaiting 
congressional leadership and action.

In  a fourth situation, you say we are all waiting to see what the 
Peterson group produces.

Is there a Commission policy on exports or isn’t there ?
Ms. K ing. I  would like to go back to the statement that we made originally.
Tris is a very unusual situation, because the export question really 

arose out of the domestic prohibition on the sale of Tris. I t  came out of an earlier action.
Because of the peculiar nature of that specific hazard, we do not 

say that our action in this case is the definitive statement of the Com-
> mission’s overall export policy.

We have not, at this point, adopted a general policy on export. What 
we are saying is that the criteria that would be considered on a case- 
by-case basis, as these questions come up, are those that we havew weighed and balanced in making the Tris decision.

Mr. Rosenthal. Are you going to develop a policy, or are you 
going to wait for congressional action or the Peterson group or are you 
going to deal with it on a case-by-case basis ?

Ms. K ing. For the moment I  think we will continue to deal with it 
on a case-by-case basis.

I t  may be that in the absence of a national approach to the problem 
or any clarification by Congress of the statutes, we would develop a 
general export policy.

I t  has been under discussion for some time. We thought it was 
premature for us to develop a general policy when there are many other 
activities pending on other fronts.
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Mr. Rosenthal. At least in terms of notification it might not be 
premature. I t  is something we were trying to explain to Ms. Blum 
today.

Take the Tris situation. Did you ask the State Department to notify 
embassies overseas ?

Ms. K ing. You will recall at that time the Commission did not have 
the same position on its authority to control the exports.

I  would say that in that case the Commission went further than 
anybody else has gone.

As a matter of goodwill and good faith, the Commission directly *
contacted the Department of Commerce and Andrew Young, the U.N. 
Ambassador. Communications were received by the State Department 
from Andy Young.

The Commission notified at least four international agencies and <
directly contacted 17 foreign governments. We are still in contact 
with various foreign governments on the problem.

In asking the State Department how we should proceed in the 
notification area, they have urged us—in a very recent situation—to 
deal directly with the Venezuelan Government.

Mr. Rosenthal. What situation is that ?
Ms. King. Tris.
Mr. Rosenthal. Did you deal with the Venezuelan Government ?
Ms. King. Yes; we are.
Mr. Rosenthal. I  am curious. What kind of response do you get 

from a foreign government in a situation like that ?
Ms. King. In this case, the inquiry came from the Government of 

Venezuela. I  think they contacted CPSC directly.
We contacted the State Department and asked them if they would 

prefer to handle it. They said no, and advised us to go ahead and con­
tinue to deal with Venezuela.

Mr. Rosenthal. Then what happened in Venezuela after you pro­
vided this information ?

Mr. Michael Brown. The Venezuelans inquired of us whether cer­
tain garments were banned. They also wanted general information to 
enable them to identify Tris-treated garments.

The information was supplied to them, and we have received nothing 
back from that Government as to what they did with this information.

Ms. K ing. I  understand that the Government of France has banned 
the importation of Tris products as a result of the communications <
via OECD and CPSC.

Mr. Rosenthal. We want to thank you very much for appearing.
[Statements bv Commissioner Barbara H. Franklin and former 

Chairman John S. Byington follow:] *
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U .S  C O N S U M E S  P R O D U C T  S A F E T Y  C O M M IS S IO N

W A S H IN G T O N .  O .C . 2 0 2 0 7

July 12, 1978

Honorable Benjamin S. Rosenthal 
Chairman
Subcommittee on Commerce,

Consumer and Monetary Affairs
Committee on Government Operations 
House of Representatives 
Washington, D. C. 20515 
Dear Mr. Chairman:

As an individual member of the CPSC, I wish to offer some views regarding the export of hazardous consumer products.
Whether the export of products found hazardous under 

U.S. laws can be prohibited as a matter of law, or should 
be prohibited as a matter of policy, are questions which 
have been highlighted by the Commission's experience in the case of tris-treated children's sleepwear.

As you know the Commission decided on May 5, 1978, 
to reverse its earlier position and held that it has 
authority to prohibit export of tris-treated children’s 
sleepwear. I dissented because I believe that a fair 
reading of our statute and its legislative history shows 
that the Commission lacks this authority. (Attached is 
a full text of the dissenting opinion filed by former 
Chairman Byington and myself.)

Beyond the issue of statutory authority, there are 
complex issues of public policy which need discussion and 
resolution. Among them: Does U.S. prohibition of export 
of hazardous products in effect set health and safety 
standards for citizens of other countries? If so, is
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this appropriate? Is labeling of such products together 
with notification to foreign governments a more appropriate 
means to fulfill our responsibility to those countries? Do 
other countries have similar obligations to us? Would export 
prohibition place American producers at a competitive dis­advantage in world markets? Would loss of American jobs 
result? Would the U.S. balance of payments be adversely 
affected?

Clearly, the question of export —  as pointed out by 
Ms. Peterson's testimony —  is one that cuts across many 
laws and agencies. Existing statutes take a variety of 
approaches. In my view, greater consistency and fairness should 
be sought in the U.S. government’s approach to export.

I would make several suggestions.
First, notification requirements would be d.esirable. I 

have supported in the past and continue to support amendments 
to CPSC's statutes that would require notification to importing governments if products are subject to final bans and standards, or have been determined to pose substantial or imminent product 
hazards. Consideration could be given to making such require­ments uniform government-wide.

Secondly, better mechanisms to ensure more effective, 
more systematic and more timely international notification 
are needed. I am aware there are systems now in use, but 
believe they could be improved.

Finally, public discussion must be an important ingredient 
in establishing our government’s posture regarding export.
This issue, with its important ethical and economic implications 
requires careful consideration of the views of many segments of the American public who could be affected. I hope further 
hearings will be held to solicit a wide range of public views.

One final note. We at the Commission should not lose 
sight of our primary mission —  that of protecting the public
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Honorable Benjamin S. Rosenthal 
July 12, 1978 
Page 3

in this country from unreasonable risks of injury and illness 
associated with consumer products. I question whether we have 
the collective wisdom, or the resources, to make such determi­
nations for citizens in other parts of the world.

Sincerely,

Barbara Hackman Franklin 
Commissioner

Attachment

i



232

U .S . C O N S U M E R  P R O D U C T  S A F E T Y  C O M M IS S IO N

W A S H IN G T O N . D .C . 2 0 2 0 7

DISSENTING OPINION OF V
CHAIRMAN S .  JOHN BYINGTON AND 

COMMISSIONER BARBARA H. FRANKLIN 
IN THE MATTER OF TRIS EXPORT- 

AUTHORITY ' .

/  <
On May 5 ,  1 9 7 8 , th e  m a j o r i t y  o f  th e  C onsum er P r o d u c t  

S a f e t y  Com m ission  (CPSC) v o t e d  t o  r e v e r s e  i t s  p r e v i o u s l y  
e s t a b l i s h e d  e x p o r t  p o l i c y  and t o  h o ld  t h a t  th e  C om m ission  
h a s  a u t h o r i t y  t o  p r o h i b i t  e x p o r t a t i o n  o f  T R I S - t r e a t e d  
p r o d u c ts  w h ich  a r e  b e l i e v e d  t o  b e  banned h a z a r d o u s  s u b s t a n c e s  
u n d e r th e  F e d e r a l  H azard ou s S u b s t a n c e s  A c t  (FHSA) and 
vzhich p r o d u c ts  o r  com ponents t h e r e o f  h a v e  e v e r  b een  s o l d  
o r  o f f e r e d  f o r  s a l e  in  d o m e s t ic  com m erce. A F e d e r a l  
R e g i s t e r  N o t ic e  h a s  b een  i s s u e d  c o n t a in in g  th e  C o m m iss io n ’ s 
new s ta te m e n t  o f  p o l i c y .

We d i s s e n t .  We b e l i e v e  t h a t  th e  CPSC d o e s  n o t  h a v e  
th e  s t a t u t o r y  a u t h o r i t y  to  p r o h i b i t  t h e  e x p o r t  o f  s u ch  
p r o d u c t s .  We c o n t in u e  t o  s u p p o r t  th e  C o m m iss io n ’ s 
p r e v io u s  i n t e r p r e t a t i o n  t h a t  t h e  FHSA d o e s  n o t  g i v e  th e  
C o m m ission  a u t h o r i t y  t o  s e i z e  o r  o t h e r w is e  i n t e r f e r e  w ith  
th e  e x p o r t  o f  any TRIS p r o d u c ts  t h a t  a r e  p r o p e r l y  l a b e l e d  
and m arked f o r  e x p o r t ,  and a r e  a c t u a l l y  e x p o r t e d  in  a c c o r d a n c e  
w i t h  S e c t io n s  5 ( b ) (3) and 6 (a )  o f  th e  FHSA. T h is  i n c l u d e s  
p r o d u c ts  t h a t  h a v e  been  p r e v i o u s l y  s o l d  o r  o f f e r e d  f o r  s a l e  
i n  d o m e s tic  com m erce and r e c a l l e d . ! /

Our p o s i t i o n  i s  b a s e d  u p o n : (1 )  th e  s p e c i f i c  la n g u a g e  
o f  th e  FHSA and r e l a t e d  s t a t u t e s ;  (2) th e . l e g i s l a t i v e  
h i s t o r i e s  t h e  FHSA and r e l a t e d  a c t s ;  an d  (3) r e c e n t  
l e g i s l a t i o n  e x a c t e d  by C o n g r e s s .  M o re o v e r , we b e l i e v e  
t h e r e  a r e  lo n g s t a n d in g  p u b l i c  p o l i c y  c o n s i d e r a t i o n s  w h ich  
s u p p o r t  t h i s  p o s i t i o n .

1 /  P r o v id e d  t h e s e  same p r o d u c ts  h a v e  n o t  b e e n  condem ned 
—  u n d er § 6 (c )  o f  th e  FHSA. >



There appears to be no question that products 
designated and labeled for export but moving in domestic 
interstate commerce are included within the FKSA and, 
therefore, are subject to our jurisdiction. However, 
in the FKSA, there are specific statutory exemptions 
for exports in the sections on penalties and seizures. 
Section 5(b)(3) provides--an exemption from penalties for 
persons who export a properly labeled and packaged, product 
that complies with the laws of the foreign country. y

The plain language of this provision certainly does 
not prohibit the export of non-complying products. The 
critical question, particularly as it relates to the 
TRIS situation, is this: does the owner of a product, 
once sold or offered for sale in domestic commerce, 
forever lose the opportunity to obtain an export exemption 
from FHSA penalties?

The legislative history of this act does not provide 
a clear answer. The one reference to Section 5 (b) (3) 
in the context of this question is contained in a letter 
from the House Committee on Legislation to the Committee 
on Interstate and Foreign Commerce. I f  The sentence reads

Nor would it be a violation (of Section 4 
of the FHSA) where there is involved any 
hazardous substance shipped or delivered 
for shipment for export, to any foreign 
country, in a package marked for export 
and branded in accordance with the 
specifications of the foreign purchaser
and  th e  law s o f  t h e '  f o r e ig n  c o u n t r y .♦

2 /  S . R ep . No. 1 1 5 8 , 8 6 th  C o n g .,  2 d . S e s s .  33 (1 9 6 0 )
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To u s ,  t h i s  i n d i c a t e s  C o n g r e s s io n a l  i n t e n t  to  a llo w  f o r  a  
b ro a d  e x p o r t  e x c l u s i o n ,  c o n d i t i o n e d  on  a p p r o p r i a t e  l a b e l i n g .  
M o re o v e r , e x p o r t  p r o v i s i o n s  fo u n d  i n  s t a t u t e s  e n a c te d  by C o n g re ss  
a f t e r  th e  FHSA s u p p o r t  t h i s  i n t e r p r e t a t i o n ,  a n d  may be u se d  to  
a s s i s t  in  e v a l u a t i n g  C o n g r e s s ’ i n t e n t  u n d e r  th e  p r i n c i p l e  o f  
i n  p a r i  m a t e r i a .

B a s i c a l l y ,  t h i s  t e n e t  o.f s t a t u t o r y  i n t e r p r e t a t i o n  h o ld s  
t h a t  s t a t u t e s  t h a t  p e r t a i n  t o  th e  same th in g  o r  h av e  th e  same 
p u rp o s e  o r  o b j e c t  s h o u ld  be c o n s t r u e d  . to g e th e r  a s  i f  th e y  w ere
one la w . 3 /, M o re o v e r , th e  l a t e r  a c t  c an  b e  r e g a r d e d  a s  a 'ta
l e g i s l a t i v e  i n t e r p r e t a t i o n  o f  th e  e a r l i e r  a c t  in  th e  s e n s e  t h a t  
i t  h e lp s  a s c e r t a i n  th e  m ean in g  o f  th e  w o rd s a s  c u r r e n t l y  u s e d .  4 /

A p p ly in g  t h i s  t e n e t ,  s i n c e  th e  FHSA w as p a s s e d ,  t h e r e  h av e  
b e e n  two o t h e r  s t a t u t e s  e n a c te d  b y  C o n g re s s  w h ich  h av e  th e  s a n e  z
g o a l  o f  s a f e t y  o f  co n su m er p r o d u c t s  i n  th e  d o m e s tic  m a r k e tp la c e
and  a l s o  w h ich  a d d r e s s  th e  e x p o r t  q u e s t i o n .  The F lam m able F a b r i c s  
A c t o f  1953 was am ended in  1957 5 /  t o  add  an  e x p o r t  e x e m p tio n .
T h is  p r o v i s i o n  6 /  p e r m i t s  p r o d u c ts  t h a t  do n o t  com ply  w ith  o u r  
f l a m m a b i l i t y  s t a n d a r d s  t o  be  e x p o r te d  i f  th e y  a r e  l a b e l e d  f o r  
e x p o r t .  A g a in , we p e r c e iv e  n o th in g  in  th e  p l a i n  la n g u a g e  o f  th e  
s t a t u t e  o r  in  th e  l e g i s l a t i v e  h i s t o r y  t h a t  w o u ld  s u p p o r t  a  n a rro w  
i n t e r p r e t a t i o n  o f  t h e  e x p o r t  la n g u a g e .

O ur m o st r e c e n t  l e g i s l a t i v e  p ro n o u n c e m e n t on  p r o d u c t  s a f e t y  
i s  th e  C onsum er P r o d u c t  S a f e ty  A c t  7 /  e n a c te d  i n  1 9 72 . I t  c o n ta i n s  
S e c t io n  18 8 /  w h ich  a l s o  a l lo w s  f o r  th e  e x p o r t  o f  n o n -c o m p ly in g  
p r o d u c t s :

T h is  A c t s h a l l  n o t  a p p ly  t o  any  consum er 
p r o d u c t  i f  (1) i t  c a n  b e  shown t h a t  su c h  p r o d u c t  
i s  m a n u f a c tu r e d ,  s o l d ,  o r  h e ld  f o r  s a l e  f o r  e x p o r t  
from  th e  U n i te d  S t a t e s . . . ,  u n l e s s  su c h  co n su m er

J.Z j f a c t  d i s t r i b u t e d  i n  commerce f o r  u se  
•- fax S t a t e s . . .  (e m p h a s is  ad ded)

3 /  U n i te d  S t a t e s  v .  F reem an 3 How. 5 5 6 ,5 6 4  (1 8 4 5 ); S a n fo rd  v .  
Comm’ r . ,  308 U .S . 3 9 , 44 (1 9 3 9 ) .  S ee 2A S u th e r la n d  S t a t u t o r y  
C o n s t r u c t io n  § 5 1 .0 2 ,  a t  290 ( 1 9 7 3 ) .

4 /  A le x a n d e r  v .  A le x a n d r i a ,  9 . U .S . (5 C ra n c h )  1 ,  7 -8  (1809)
( M a r s h a l l ,  J . ) ;  U n i te d  S t a t e s  v .  S t e w a r t ,  311 U .S . 6 0 , 6 4 -6 5  
(1 9 4 0 ) ; E r le n b a u g h  v .  U n ite d  S t a t e s ,  409 U .S . 2 3 9 , 2 4 3 -4 4 .(1 9 7 2 )  
( M a r s h a l l ,  J . ) .

5 /  P u b . L. No. 9 0 -1 8 9 , § 1 0 ,8 1  S t a t ,  5 7 4 .

6 /  15 U .S .C . § 1202 (1 9 6 7 ) .
7 /  15 U .S .C . § 2051 (1 9 7 2 ) .

8 /  15 U .S .C . 8 2067 (1 9 7 2 ) .



To o b t a in  t h i s  e x e m p tio n , th e  consum er p r o d u c t  o r  
i t s  c o n t a i n e r ,  when d i s t r i b u t e d  in  com m erce, m ust b e a r  a 
stam p o r  l a b e l  s t a t i n g  t h a t  i t  i s  in te n d e d  f o r  e x p o r t .  H ere 
th e  s t a t u t o r y  la n g u a g e  s p e c i f i c a l l y  a ck n o w led g e s th e  r e a l i t y  o f  
th e  e x p o r t  s i t u a t i o n  and r e c o g n is e s  th e  n e c e s s i t y  f o r  th e  s e l l e r  
t o  move th e  g o o d s in  i n t e r s t a t e  comm erce t o  d e l i v e r  them  to  m e  
p o r t  o f  e x i t .  T h is  i s  a c c e p t a b le  f o r  n o n -co m p ly in g  g o o d s  i f  
p r o p e r ly  l a b e l e d .  O nly i f  th e y  a r e  l a b e le d  and th e n  d i v e r t e d  f o r  
a c t u a l  u se  in  th e  U n ite d  S t a t e s  a r e  th e  c o e d s in  v i o l a t i o n  o f  
th e  A c t .  By c l a r i f y i n g  t h a t  " d i s t r i b u t i o n  in  ccm m erce" r e f e r s  
o n ly  t o  su b s e q u e n t  ( p o s t  l a b e l i n g  f o r  e x p o r t)  " a c t u a l  u s e "  in. 
th e  U n ite d  S t a t e s ,  i t  i s  c l e a r  to  us t h a t  C o n g re s s  in te n d e d  to  
a l l o w  th e  e x p o r t  o f  n o n -c o m p ly in g  p r o d u c ts  t h a t  h a d  a t  one 
p o i n t  b e e n  d i s t r i b u t e d  in  commerce and s u b s e q u e n t ly  r e c a l l e d .

The l e g i s l a t i v e  h i s t o r y  o f  t h i s  p r o v i s i o n  c l e a r l y  show s 
t h a t  p r o p e r l y  m arked and l a b e l e d  p r o d u c ts  can  be e x p o r t e d  
e v e n  th o u g h  th e y  have b een  s o ld  in  d o m e stic  com m erce. The 
H ouse C om m ittee R e p o rt 9_/ s t a t e d  t h a t :

( I ) t  sh o u ld  b e ‘ n o te d  t h a t  in  c a s e s  w h ere  s u c h  
p r o d u c t  h a s b een  d i s t r i b u t e d  in  com m erce, in  
o r d e r  to  q u a l i t y  f o r  an e x e m p tio n , th e  p r o d u c t . . .  
n u s t  b e a r  a stam p o r  l a b e l  s t a t i n g  t h a t  t h e  p r o d u c t*  
i s  in te n d e d  f o r  e x p o r t  (em p h asis a d d e d ) .

T he d e b a te  in  th e  House 10/  f u r t h e r  s u p p o r ts  t h i s  
i n t e r p r e t a t i o n .  M r. G ro s s  a s k e d , "D oes t h i s  mean p r o d u c t s  w h ic h  
w o u ld  o t h e r w is e  b e  d i s q u a l i f i e d  u n d er t h i s  Consum er P r o d u c t  
S a f e t y  A c t  c o u ld  be e x p o r te d  to  f o r e i g n  c o u n t r i e s ? "  .M r. S t a g g e r s ,  
C h a irm an  o f  th e  House C om m ittee on I n t e r s t a t e  and F o r e ig n  C om m erce, 
r e p l i e d  in  th e  a f f i r m a t i v e  and n o te d  t h a t  “we a r e  n o t  t r y i n g  t o  
make th e  la w  f o r  any c o u n t r y .  In  c e r t a i n  i n s t a n c e s  c e r t a i n  p r o d u c t s  
m ig h t  b e  w rong h e r e ,  b u t  th e y  m ig h t be a l l  r i g h t  i n  o t h e r  
c o u n t r i e s  -  we do n o t  k n o w ."

When Mr. G ro ss a sk e d  w h e th e r  t h i s  w as a  d o u b le  s t a n d a r d ,
M r. M oss a g r e e d  t h a t  i t  w as -  one s ta n d a r d  f o r  A m e ric a n s  and 
o n e  f o r  f o r e i g n  co n su m e rs , i f  t h e i r  g o ve rn m e n ts  e s t a b l i s h

g_/ H .R . Rep. No. 9 2 - 1 1 5 3 ,  92d . C o n g .,  2 d . S e s s .

1 /  1 1 8  C on g. R e c . H. 85 98-99 ( d a i l y  e d .  S e p t .  2 0 , 1 9 7 2 ) . ’
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standards lower than the United States. Mr. Moss then 
explained that:

.... if we deny our manufacturers a right to 
participate in that market all we are doing is 
denying them job opportunities because other 
countries will, manufacture and ship into these 
nations products'which conform to their standards.

Thus, the three statutory export provisions, construed 
together, support the view that Congress intended to create
a broad FHSA export exemption. ' p*

Congressional legislation favoring broad export exemption 
has been modified recently. The Toxic Substances Control Act 
provides for export with labeling plus notice to EPA, who in
turn must inform the relevant foreign government(s). S. 2755, f
the Drug Regulation Reform Act of 1978, echoes this 3-prong
approach to exports. A similar notice provision has also been
incorporated into the House proposed CPSA amendments although,
as a matter of practice, the CPSC already had utilized existing
mechanisms, i.e. the World Health Organization and the United
Nations, to notify foreign countries of potential TRIS exports.

In our opinion, all the various export provisions seem 
to be articulating, with varying .degrees of precision, a 
public policy that the United States does not intend to set 
health and safety standards for the world. Under this policy, 
our responsibility to other countries is fulfilled by requiring 
appropriate labeling and notification to foreign countries of 
impending exports. This allows other countries, based on 
adequate information, to make their own choices and to establish 
their own criteria and standards. Moreover, such a public policy 
does not put American manufacturers at an economic disadvantage 
in the world market —  by having, for example, CPSC standards 
required for certain of their exported products, when such is not 
the case for competing foreign firms. To do otherwise would in 
effect create an adverse trade hurdle that could have severe 
economic consequences for our domestic economy without providing 
any additional health and safety benefits for the American 
consumer.

Our top priority at CPSC should be to insure that our actions 
result in increased health and safety protection for the American 
public. We cannot understand how a narrowly Construed export 
exemption policy will achieve that. Some might argue that it 
would have a deterent effect on manufacturers, in that they would

f
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ba more c a r e f u l  to  m an u factu re  s a f e  p r o d u c ts  i f  t r a y  knew 
th e y  c o u ld  n o t  l a t e r  " e x p o r t  t h e i r  m is t a k e s " .  H ow ever, we f i n d  
no b a s i s  w h a ts o e v e r  f o r  t h a t  r e a s o n in g . F i r s t  t h e r e  i s  no 
e v id e n c e  t h a t  m a n u fa c tu re rs  make t h e i r  p r o d u c ts  w it h  an e y e  
on a x o o r t  s a f a t v  v a l v e s .  S econ d, e ve n  i f  a m a n u ra o tu re r  c n c o s e s  
to  e x p o r t  p a t e n t l y  " u n s a fe "  .p r o d u c ts , he o r  sh e  can  c o  so  
to d a y , e v e n  u n d er th e  m a jo r i t y ’ s i n t e r p r e t a t i o n  o r  one 
FHSA i f  th e  g o o d s a r e  n o t d i s t r i b u t e d  i n  d o m e s tic  com m erce 
p r i o r  t o  e x p o .r t . T h ir d , i f  C o n g re ss  had c e ta r e n o e  i n  m in d , 
i t  c o u ld  h av e  e a s i l y  e x p r e s s e d  t h a t  in  any o f  th e  a b o v e  A c t s  
o r  l e g i s l a t i v e  h i s t o r y .  H owever, C o n g re ss  f a l l e n  to  e v e n  h i n t  
a t  t h i s .  T h e r e f o r e ,  we have no b a s i s  w h a ts o e v e r  r o r  im p ly in g  
su ch  an i n t e n t  t o  C o n g re s s .

A b o ve a l l ,  i t  seem s c l e a r  t o  u s t h a t  th e  i s s u e  o f  e x p o r t s  
c u t s  a c r o s s  many Ijiws and a g e n c ie s  and  t h a t  t h e r e  m ust b e some 
c o n s i s t e n c y  and  f a i r n e s s  in  ou r U n ite d  S t a t e s  e x p o r t  p o l i c y .

O b v io u s ly ,  x-;e do n o t f a v o r ,  n o r  do we e n c o u ra g e  la w s  t h a t  
e n d a n g e r  th e  h e a l t h  and w e l l- b e in g  o f  c i t i z e n s  a ro u n d  th e  w o r ld .  
H o w ever, we m u st co n c lu d e  t h a t  th e  an sw er t o  th e  c r i t i c a l  q u e s t io n  
p o s e d  e a r l i e r  i s :  y e s ,  th e  ow ner o f  a  p r o d u c t ,  o n ce  s o l d  o r  
o f f e r e d  f o r  s a l e  in  d o m e stic  com m erce, can  s u b s e q u e n t ly  e x p o r t  w ith o u  
i n c u r r i n g  p e n a l t i e s  under th e  FHSA. A f t e r  a  c a r a c u l  r e v ie w  o r  • 
a l l  th e  s t a t u t e s  we a d m in is te r ,  we ca n  r e a c h  no o t h e r  c o n c lu s io n  
th e n  t h a t  C o n g re s s  in te n d e d  t o  p e r m it  su ch , e x p o r t .

>

1
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Mr. Rosenthal. The subcommittee stands adjourned.
[Whereupon, at 12:20 p.m., the subcommittee adjourned, to recon­

vene at 10 a.m., Thursday, July 13,1978.]

(
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U.S. EXPORT OF BANNED PRODUCTS

j  13, 1978

H ouse of R epresentatives,
C ommerce, Co n su m er , 

and M onetary  A ffairs S u b co m m ittee , 
of t h e  C o m m ittee  on G overnm ent  O pera tio n s ,

Washington, D.C.
The subcommittee met, pursuant to recess, at 10 a.m., in room 2247, 

Rayburn House Office Building, Hon. Benjamin S. Rosenthal (chair­
man of the subcommittee) presiding.

Present: Representative Benjamin S. Rosenthal.
Also present: Jean S. Perwin, counsel; Eleanor M. Vanyo, assistant 

clerk; and Henry C. Ruempler, minority professional staff, Commit­
tee on Government Operations.

Mr. Rosenthal. The subcommittee will be in order.
This morning we continue the hearing on export of banned products.
The first witness is Sharon Ahmad, Director of the Office of Inter­

national Trade of the Department of State.
We are very pleased to have you here.
I  know that you have a prepared statement, and we are anxious 

to hear it.

STATEMENT OF SHARON E. AHMAD, DIRECTOR, OFFICE OF INTER­
NATIONAL TRADE, BUREAU OF ECONOMIC AND BUSINESS AF­
FAIRS, DEPARTMENT OF STATE; ACCOMPANIED BY PAUL H.
BLAKEBURN, OFFICE OF EAST-WEST TRADE

Ms. Ahmad. Thank you, Mr. Chairman.
I t  is a pleasure to be here to meet with this subcommittee and to

# discuss some of the aspects of U.S. Government policy regarding the 
export of items which are banned for sale or otherwise restricted in 
domestic use.

The Department of State recognizes and supports the growing world-
* wide concern that neither governmental nor private actions should 

blindly endanger the public health and safety, or the environment.
This concern is increasingly an international one.
In an era of massive movement of goods and services within and 

between nations, we must recognize the possibility that some items 
of commerce may be found to present a danger to the public welfare.

I t  is the right and the duty of national governments to take ap­
propriate measures to protect the health and safety of their 
populations.

(239)
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We believe, however, that no country should establish itself as the 
arbiter of others’ health or safety standards.

We believe that individual governments are generally in the best 
position to establish standards of public health and safety.

To make informed decisions, however, any government needs author­
itative and comprehensive information about the risks and benefits at­
tendant with the use of potentially hazardous products.

Thus, the Department of State sees a continuing program of in­
formation exchange on hazardous products as key to a U.S. national 
policy in this area.

Such a policy would require from the U.S. side, notification to 
foreign governments of U.S. domestic regulatory action.

I t  might also be useful to explore with other governments their 
views on the need for increased international cooperation in this area.

The U.S. Government has a statutory obligation to inform foreign 
governments of regulatory actions under the Federal Insecticide, Fun­
gicide and Rodenticide Act (FIFRA ) and the Toxic Substances Con­
trol Act (TSCA).

Other notifications have also been made, but they have thus far been 
at the discretion of the regulatory agencies and we cooperate with 
them.

We think notifications of regulatory actions on hazardous substances 
should be mandatory, except in unusual circumstances.

Some have argued that notification by itself is not sufficient; that 
foreign governments should be required to approve importation of 
hazardous substances before export is permitted from the United 
States.

This procedure is in effect for certain of the drugs under the juris­
diction of the Drug Enforcement Administration.

We do not believe that imposition of such a procedure across the 
board would be advisable. Further, we believe that foreign govern­
ments, or some of them, would object—on the grounds that it in­
fringed on their sovereignty—to a U.S. requirement that they approve 
importation of products determined to be hazardous in use in the 
United States.

They are also likely to object that approval might absolve the 
American exporter of any further liability. We think that is an ex­
tremely important point.

Foreign purchasers are quite likely to turn to non-U.S. sources 4
of supply if they are faced with a burdensome U.S. unilateral 
requirement.

Export of items we have banned from domestic commerce has not 
heretofore caused foreign policy problems; that is, complaints to us <
from foreign governments.

In all probability, this is partly because some such items have uses 
other than those prompting our own restrictions, partly because for­
eign governments are satisfied that their import and domestic regula­
tory programs are sufficient to carry out any desired actions to protect 

. the public health and safety in their countries, and perhaps partly 
because some governments can devote few resources to monitoring 
possible hazards.

Whatever the reasons, as I  say, up until now there have been no 
foreign policy problems caused by this situation.
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I mentioned earlier that we see the international exchange of in­
formation as key to an effective policy on export of hazardous 
substances.

I would like to describe existing mechanisms that might be built 
upon to implement this policy.

Even before the passage of the Toxic Substances Control Act, the 
Department of State had begun to work on procedures for notification 
to foreign governments of U.S. regulatory actions and receipt of in­
formation on foreign regulatory actions and experience.

J We asked the United Nations Environment Program for all rele­
vant information on foreign legislation and regulations relating to 
chemicals and compiled data on foreign regulatory programs for 
chemicals, including the names of responsible officials abroad.

> We also worked with the Environmental Protection Agency in the
development of section 12(b) of the Toxic Substances Control Act, 
which calls for foreign notification of regulatory actions under that 
act.

We understand that the Environmental Protection Agency has not 
yet taken any final action to restrict chemicals under the Toxic Sub­
stances Control Act.

The Environmental Protection Agency has, however, announced 
preliminary action on chlorofluorocarbons and polychlorinated 
biphenyls.

When final action is taken, w’e will work closely with the Environ­
mental Protection Agency to notify foreign governments.

Additionally, the United States participates in an information ex­
change and notification program of the Chemicals Group of the Or­
ganization for Economic Cooperation and Development (OECD).

This program anticipates that any Organization for Economic Co­
operation and Development member country which takes regulatory 
action on chemicals will notify other members.

The national contact point for the United States is the Environ­
mental Protection Agency’s Office of Toxic Substances, which is re­
sponsible for passing on information received to other concerned U.S. 
Government agencies.

We have participated in the United Nations Environment Pro­
gram’s International Register for Potentially Toxic Chemicals. Part 
of their programs include information exchanges on chemicals. We 

} expect to participate fully in this endeavor when it becomes
operational.

I  should note at this point that we are informed that recent French 
Government action to ban temporarily the importation of Tris-treated 
children’s sleepwear was based on information received through the 
Organization for Economic Cooperation and Development.

Mr. Rosenthal. Have you notified the French Government bilater­
ally?

Ms. Ahmad. No, sir, we have not.
Mr. Rosenthal. Why not ?
Ms. Ahmad. We had not notified any government bilaterally, be­

cause we had not received the Consumer Product Safety Commission’s 
request to do so.

Mr. Rosenthal. They hadn’t requested you to do that ?
Ms. Ahmad. No, sir.

32-427 0  - 78 - 17
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Mr. Rosenthal. They asked you to notify just world organizations?
Ms. Ahmad. They apparently did that themselves. We did not do it 

directly at the time.
But we have offered ourselves, and we are available as the conduit 

for such notifications bilaterally or to international organizations.
We did suggest, as early as last summer, through an inquiry re­

ceived from the Department of Commerce, that this be done. But we 
have not been requested to do so.

We do understand, however, from an inquiry we made to our Em ­
bassy in Paris, that action was taken as a result of the information v 
reecived through the Organization for Economic Cooperation and 
Development.

Finally, we are contributing to the development of a comprehensive 
procedure for foreign notification of all domestic regulatory actions 
in the health and safety areas.

In January of last year, the Department of State established a Sub­
committee on Toxic Substances as an integral component of the stand­
ing Committee on International Environmental Activities. This was 
done on the recommendation of the entire Committee on International 
Environmental Activities, in anticipation of the regulatory actions 
about to be undertaken in the implementation of the Toxic Substances 
Control Act.

Notification actions prior to the formation of the Committee on In­
ternational Environmental Activities and its Subcommittee on Toxic 
Substances had taken place with regard to the activities of the Envi­
ronmental Protection Agency in the implementation of the Federal In ­
secticide, Fungicide, and Rodenticide Act and of the Food and Drug 
Administration in a number of cases; for example, red dye No. 2.

Part of the activity of the New Subcommittee on Toxic Substances 
will be to insure timely notification, both bilaterally and multilater- 
allv, of all domestic regulatory actions; for example, banning or re­
striction of use of chemicals.

The membership of the Subcommittee on Toxic Substances, and of 
the Committee on International Environmental Activities itself, in­
cludes the Environmental Protection Agency, the Consumer Product 
Safety Commission, and the Food and Drug Administration, as well 
as the Departments of Agriculture; Commerce; Treasury; the In ­
terior; Health, Education, and Welfare; Transportation; and OSHA.

As you have already heard from Mrs. Peterson, an interagency 
working group is actively considering the options for a Federal policy 
in this area. The Department of State is participating in the work of 
this group which will complete its studies, we expect, by early fall.

We have recommended to the group that the Federal policy should r 
concentrate on a system of notifications of U.S. regulatory action.

Our experience with public health and safety notifications—for 
example, in the case of leptophos—indicates that foreign govern­
ments welcome notification of U.S. regulatory action and are fully 
prepared to act on this information if thev see a need to do so.

We believe, therefore, that additional export control measures, at 
least across the board, are neither necessary nor desirable.

Foreign governments can protect their own populations and envir­
onments, and existing U.S. procedures appear generally sufficient to 
guard against accidental or deliberate reimportation of hazardous
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products into the United States, though this subject may warrant 
further study, perhaps even on an international basis.

Mr. Chairman, your letter of invitation to testify on this important 
subject posed a series of specific questions.

While my statement has already dealt in some measure with the 
thrust of many of these queries, I  would like now to respond to each 
in turn.

First was the question on Department of State procedures for the 
notification to foreign governments of U.S. agency action.

These have been in effect for many years.
When an agency proposes to inform a foreign government of regu­

latory action, findings, or scientific information or to request infor­
mation on foreign experience, the Department of State consults with 
the agency on the type of action requested and transmits the agency 
request to all embassies or to those specified by the agency.

Instructions to our posts may be a general request to inform the ap­
propriate unit of the host government of the U.S. action, or a specific 
request to communicate with a particular ministry or individual.

We are guided by agency wishes in this matter.
Should the host government wish to comment on the action or re­

quest additional information, we again serve as the conduit for the 
communication.

Another question was about the existence of Department of State 
liaison with agencies such as the Environmental Protection Agency, 
the Food and Drug Administration, and the Consumer Product 
Safety Commission for the purpose of disseminating information to 
foreign governments. That was dealt with, in part, earlier in my state­
ment.

In  addition to membership on the standing Committee on Interna­
tional Environmental Activities, the Department of State is in fre­
quent contact with these agencies at the working level. We are always 
prepared to respond to agency requests for assistance in notification.

You asked about steps taken by the Department of State to inform 
foreign governments of the dangers of Tris-treated garments which 
are currently being exported.

As the subcommittee is aware, the Consumer Product Safety Com­
mission Commissioner. Mr. Bvington. wrote last summer to Secretary 
of Commerce Kreps on the subject of Tris exports.

He also wrote to Ambassador Young at the U.S. mission to the 
United Nations. The mission was asked to inform the World Health 
Organization.

The mission referred the communication to the Bureau of Inter­
national Organization Affairs in the Department of State, which for­
warded the information to the International Agency for Research 
on Cancer at Lvon. France.

The agency is a World Health Organization-sponsored unit and ex­
pressed its appreciation for the information. I t  said it would con­
sider taking up the subject at a future meeting of the Agency.

As the Consumer Product Safety Commission had suggested in its 
memorandum to Secretary Kreps that Tris and Tris-treated products 
be placed under export controls authorized bv the Export Administra­
tion Act on foreign policy grounds, the Department of Commerce 
asked the Department of State for its views on this action.
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We responded that we could neither endorse nor recommend the 
imposition of controls under the foreign policy criteria of the act.

We suggested that the Consumer Product Safety Commission, in 
consultation with the Department of Commerce, prepare a notifica­
tion to foreign governments for transmission through the Department 
and our posts abroad. We have received no response to our suggestion.

Mr. Chairman, just to make sure that the record is clear. I  would 
like to interject at this point that I  understand during Monday’s 
hearing there was some misunderstanding on this issue. vTt was stated, if we heard correctly, that the Department of State 
had opposed the notification: and that is not correct.

I  would just like to make that clear.
We understand that the information on Tris provided to the Or- 

ganziation for Economic Cooperation and Development was trans­
mitted directly by the Consumer Product Safety Commission.

Thus, Organization for Economic Cooperation and Development 
member governments and the World Health Organization have been 
informed of the U.S. action. Most governments of the world have not 
received notification directly from the U.S. Government.

You asked about any information the Department of State might 
have regarding the number of products, chemicals, drugs, or devices 
banned from domestic consumption which are presently being ex­
ported.

The Department of State has no statistical information of this type.
You asked about any information the Department of State might 

have regarding foreign government interest in receiving information 
concerning U.S. regulatory action affecting products imported into 
their countries.

There are several indications that foreign governments welcome no­
tification of U.S. regulatory actions.

As a leading innovator, the United States may be the first to dis­
cover undesirable effects for use or misuse of products.

And the United States has more resources to devote to testing and 
investigation than are available in many countries.

For example, in the case of our notification on Leptophos, 35 coun­
tries asked for further information, while 6 indicated that they 
did not wish future notifications of this type.

We have provided this information to the subcommittee, as re­
quested. (

We think this is a convincing demonstration both of the worth of 
notification and of foreign government’s ability and willingness to act 
to protect their populations. f )Mr. Chairman, this concludes my prepared statement. I  would 
now be happy to respond to your questions.

Mr. Rosenthal. Thank you very much.
We are going to take a 5-minute recess for a vote and then will 

reconvene.
TRecess taken.]
Mr. Rosenthal. The subcommittee will come back to order.
On Tuesday, the General Accounting Office testified that notifica­

tion sent to Department of State channels often do not reach the 
appropriate foreign officials.
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First, do you have any comment on that? Second, how can we as­
sure that notice is actually achieved, absent a certification by these 
governments?

Ms. Ahmad. I have not seen the GAO report. I  understand that that 
statement was made here—that our foreign service posts may not have 
carried out the instructions that were sent to them.

I cannot comment on that, because I have not seen the actual spe­
cific information nor had a chance to look into it.

Mr. Rosenthal. For the record, will you obtain a copy of their 
testimony ? If  you can't get it, we will send it to you, including the 
letter that they sent. And, for the record, please comment on it.

Ms. Ahmad. We can certainly do that, sir.
[The material follows:]
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The GAO survey of notification procedures and results 

abroad was useful in pointing out shortcomings. We doubt, 

however, that one could extrapolate from the survey 

results to an accurate picture worldwide. We understand 

that the GAO questioned primarily foreign technical
V

personnel. As the GAO pointed out in its testimony, 

officials may be reassigned, or have incomplete files

regarding U.S. notifications. We think it likely that (7

some notifications - though delivered to foreign govern­

ments - did not reach the officials questioned by GAO.

Though some governments have designated a particular 

person or office to receive notifications on pesticides, 

for example, many have not. In such cases, we have no 

option but to deliver notifications to the Ministry of 

Foreign Affairs with the request that they be sent along 

to the appropriate Ministry or agency. We can see no 

solution to this problem.
Conversely, though agency-to-agency notification - 

may help to ensure that specialized foreign agencies 

receive information on U.S. regulatory action, direct 

technical correspondence is not of the stature of diplo­

matic exchange. Thus, we think it vital that U.S. regula­

tory agencies provide to the Department of State material 4

sufficient to permit official government-to-government



notification by diplomatic communication, whether or not 

the U.S. agency is in touch with counterparts overseas.

We agree with the General Accounting Office con­

clusion that U.S. notification procedures need improve­

ment. For our part, we intend to revise the standing 

instructions to the Foreign Service, contained in the 

Foreign Affairs Manual, to clarify procedures for handling 

notifications.
With the cooperation of the Enviromental Protection 

Agency, we will develop a procedure to ensure that notifi­

cations are both readable and legible. In the future, we 

will request confirmation of receipt and delivery. These 

standards should also apply to notifications by other 

agencies.
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Ms. Aiimad. I  would be able to say at this point that we are a large 
organization, staffed by human beings. We send out instructions to 
our posts. We fully expect such instructions will be carried out.

In many cases, it is not possible for the foreign service officer and 
an Embassy to know precisely which officials in the government-----

Mr. Rosenthal. Then you should send back a letter or notice say­
ing : I  don’t  know what to do. What should I  do ?

Ms. Ahmad. What I  am saying is that he may not know every 
single official in the government who ought to receive that informa­
tion but through the Ministry of Foreign Affairs, this can be dis­
seminated.

Beyond that, it is up to the host government to make sure that 
everyone-----

Mr. Rosenthal. We understand that. But if the thing stops dead 
in our Embassies, then we are not serving a useful purpose.

Ms. Ahmad. We were not aware that that had happened.
Mr. Rosenthal. Anyway, you will look into this and let us know 

your views on the subject.
Ms. Ahmad. Certainly.
Mr. Rosenthal. Somewhere in your statement you said that you 

didn’t think it was a good idea for return receipts to be required, 
or some form of acknowledgment for foreign governments. Did you 
sav something like that ?

Ms. Attmad. I  am not sure.
Mr. Rosenthal. You said: Foreign governments should not be 

required to approve importation of hazardous substances before ex­
port is permitted from the United States.

Then you said: We do not believe that imposition of such a proce­
dure across the board would be advisable.

I t seems to me like a very simple task. What can we do to make more 
efficacious our notification and dissemination of information on im­
portant matters such as this ?

Ms. Attmad. We certainly agree with you, Mr. Chairman, that 
we should do everything we can to improve our notification system. 
We are the first to admit that it is not perfect.

In fact, in the establishment of the Subcommittee on Toxic Sub­
stances earlier this year, we recognized the fact that there is much more 
to do in this area. We need to be sure we know from within what- 
needs to be notified.

I  think the Department of State is fully aware that it needs to make 
sure, that its instructions are carried out by its posts.

But with respect to requiring formal acknowledgments or ap­
provals. and other such requirements across the board, we do have 
some concerns—not in the intent of the proposal but in the posssible 
effects.

Just to make something clear. Mr. Chairman, I  would like to say 
that I  represent the Department of State here this morning.

There are several elements of the Department of State that are con­
cerned with this matter—the Bureau of Oceans and Environmental 
and Scientific Affairs, which carries out on a day-to-day basis, this 
kind of activity, and mv Bureau which is concerned-----

Mr. Rosenthal. I  don’t follow that. What activity do they carry 
out?
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Ms. Ahmad. That Bureau is the one that is in direct contact with 
the domestic agencies and initiates the instructions at the request of 
the domestic agencies.

Mr. Rosenthal. Why do they do that ?
Ms. Ahmad. They are our liaison with the regulatory and other 

agencies that are concerned with this.
Mr. Rosenthal. Don’t you just have an agency that can transmit 

messages to a foreign government ?
Ms. Ahmad. The Department of State does. This is just a part of 

J  our organization that has primary responsibility for this.
Mr. Rosenthal. It sounds stupid to me.
Don’t you have like a messenger service that can deliver messages ?
Ms. Ahmad. To foreign governments ?
Mr. Rosenthal. Yes.
Ms. Ahmad. We have a very vast communication system, whereby 

w’e send cables and airgrams to our Embassies abroad who, in turn, 
communicate to the governments. Someone within the Department of 
State has to make sure that these messages are written and are writ­
ten correctly and have the-----

Mr. Rosenthal. Can’t you just take the message that is delivered to 
you by the Consumer Product Safety Commission or the Environ­
mental Protection Agency and transmit the message without editorial­
izing on it?

Ms. Ahmad. We do that.
Mr. Rosenthal. So you don’t need an Einstein to rewrite the 

messages.
Ms. Ahmad. We do not have Einsteins in our department to rewrite 

the messages.
Mr. Rosenthal. That we know. [Laughter.]
I  don’t understand.
Who made the decision that the Bureau of Oceans and Environ­

mental and Scientific Affairs would transmit these messages?
Ms. Aiimad. To answer that specifically, I would have to get back 

to you. But to us, it seems logical.
We have a bureau that recognizes the international interest in en­

vironmental and scientific affairs, as w’ell as oceans.
Mr. Rosenthal. Do you have an under secretary or assistant secre­

tary for management ?
£ Ms. Ahmad. Yes; we do.

Mr. Rosenthal. Who is that?
Ms. Ahmad. Ben Read.
Mr. Rosenthal. I s he the one that assigns which bureau does these 

\ things ?
Ms. Ahmad. He would be the coordinator of that kind of thing; 

yes.
Mr. Rosenthal. We are going to have to call him and find out why 

you do it this way rather than a more simple way.
Ms. Aiimad. What, would be a more simple way ? I don't understand.
Mr. Rosenthal. I will think out a more simple w’ay. [Laughter.]
Was there anything else that you wanted to say ?
Ms. Aiimad. The Bureau in which I work—the Bureau of Economic 

and Business Affairs—is quite concerned with this general area, from
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the point of view of international trade policy and the effects on in­
ternational trade of what we are doing.

Mr. Rosenthal. What do you mean by that ?
Ms. Ahmad. I  was responding to your point about whether or not 

we should require a written approval.
Mr. Rosenthal. Not necessarily a written approval. A return receipt 

requested. That’s all I  want.
All I want to do is to make sure that these messages are being de­

livered ; is that a difficult assignment ?
Ms. Ahmad. That can be done by our embassies simply reporting V 

back that they informed such and such-----
Mr. Rosenthal. What is wrong with doing that ?
Ms. Ahmad. Nothing, sir.
Mr. Rosenthal. Could you get a little book and say that on the 15th Q 

we sent it and on the 18th they told us they got it? Could that be done 
by two people—or by one person ?

Ms. Ahmad. I t  could be done, or it could be done by the officer deliv­
ering it in person and reporting back by cable that he had done so.

Mr. Rosenthal. And he wouldn’t have to go through this Bureau of 
Oceans and Environmental and Scientific Affairs and stop wasting 
their time.

Why are export policy people concerned with this? You said it has 
an impact.

Ms. Ahmad. Some of the possibilities which the interagency group 
is considering we do have to scrutinize carefully with respect to the 
possible burdensome nature which might impede exports of even non- 
hazardous substances.

Mr. Rosenthal. Do you think that it is possible that, for the sake 
of discussion, there are some drugs that are so inherently dangerous 
that notification is not necessary—that exports should be banned 
altogether?

Do you think there is a possibility of that ?
Ms. Ahmad. That could be a possibility.
Mr. Rosenthal. Has it ever happened yet ?
Ms. Ahmad. I ’m not aware that it has.
Mr. Rosenthal. Like Kepone or dieldrin or any of those things that 

do lots of damage to people.
Ms. Ahmad. Mr. Chairman, I am not an authority on toxic sub­

stances or other hazardous products.
I  think it was mentioned here in previous testimony—yesterday and 

the day before—that you cannot generalize about all of them.
Some that are dangerous in one set of circumstances mav not be in 

another. Some that we might find totally unacceptable here are, in If 
fact, highly desired elsewhere for other reasons.

Mr. Rosenthal. Could you give an example ?
Ms. Ahmad. The contraceptive that was discussed here yesterday,

I  believe would be an example.
Mr. Rosenthal. That is highlv desirable overseas ?
Ms. Ahmad. In certain countries. I  am told that-----
Mr. Rosenthal. Why is that ?
Ms. Ahmad. Because of its effectiveness as a contraceptive where 

they feel the needs are so great that the possible risks involved are 
outweighed by the benefits.
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It is a judgment for them to make. I am not saying that I would 
necessarily agree with it or that the Department of State would not 
take a position of that nature.

Mr. Rosenthal. Does the Department of State keep a list with 
every embassy of all banned products that are exported?

Ms. Ahmad. No.
Mr. Rosenthal. Why not?
Ms. Ahmad. I don’t know that we have such a list.
As I mentioned in my testimony, we do not have any statistical in- 

? formation as to what banned products are, in fact, exported. That is
not a function our agency would normally carry out.

Mr. Rosenthal. How do you know if they are banned or not ?
I still don’t understand what you do with relation to these hearings. 

/  You are in the message center department ?
Ms. Ahmad. No. I am in the Department of State. I am in the Bu­

reau of Economic and Business Affairs.
Mr. Rosenthal. What does that have to do with what we are talk­

ing about?
Ms. Ahmad. And I am in the International Trade Policy part of 

the Bureau of Economic and Business Affairs.
Mr. Rosenthal. And they have something to do with sending the 

messages ?
Ms. Ahmad. We have only a peripheral interest in the notification 

process. We are aware of it, and we do cooperate. The primary re­
sponsibility is not, however, in my Bureau.

My Bureau’s interest is largely in the proposals for export controls 
or steps short of that.

Mr. Rosenthal. You were opposed to export controls.
Ms. Ahmad. Across the board, yes.
Mr. Rosenthal. This is not a personal thing, but I am not sure I 

know why you are here.
Ms. Aiimad. I am here to answer your questions, sir.
Mr. Rosenthal. I thought all the Department of State should do 

would be to transmit these messages.
Ms. Ahmad. Yes; and that we do.
Mr. Rosenthal. Rather ineffectively.
Ms. Ahmad. We certainly transmit the messages as effectively as 

our electronic system permits us. We can only transmit messages 
* which we receive that are directed by the authoritative people who 

know precisely what it is—not only that such and such an item has 
been banned but the reasons therefor.

We do believe that foreign governments should be given the full- 
l  . est possible information about circumstances leading to the action, 

so that they may take, on a fully informed basis, whatever actions they 
wish to take.

Mr. Rosenthal. We are going to send a letter to Secretary Vance 
asking Mr. Read to testify to see if we cannot develop a more effec­
tive and simple procedure for notification.

It seems to me that that is what should be done, and I guess Mr. 
Read would be the man to put it together; right—just to send 
messages ?

Ms. Ahmad. We have no problem with sending messages, Mr. 
Chairman.
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Mr. Rosenthal. Well, they don’t get delivered.
Ms. Ahmad. That has been stated here. I  cannot comment on that.
Mr. Rosenthal. Why does the Bureau of Oceans and Environmen­

tal and Scientific Affairs have to send the messages ?
Ms. Ahmad. Does it make any difference to this subcommitttee 

which office of the Department of State is designated ?
Mr. Rosenthal. I  would just like to find out who is doing it, and 

how much it is costing, and how efficient it is, and how fast it is work­
ing, and things like that.

Ms. Ahmad. We can get back to you, if you like, on the specifics that T
you just mentioned.

Mr. Rosenthal. Thank you very much. We appreciate your 
testimony.

Ms. Ahmad. Thank you, Mr. Chairman. ( I
Mr. Rosenthal. Our next witness is Mr. Rauer Meyer, Director of 

the Office of Export Administration, Department of Commerce.
Mr. Meyer, we are pleased to have you here. Please proceed.

STATEMENT OF RAUER H. MEYER, DIRECTOR, OFFICE OF EXPORT
ADMINISTRATION, BUREAU OF TRADE REGULATION, U.S. DE­
PARTMENT OF COMMERCE; ACCOMPANIED BY DANIEL E. COOK,
ASSISTANT TO THE DIRECTOR, POLICY PLANNING DIVISION

Mr. Meyer. Thank you, Mr. Chairman.
I welcome the opportunity to appear on behalf of the Department 

of Commerce to discuss U.S. policy regarding exports of items banned 
for domestic use by U.S. regulatory agencies.

The Department of Commerce recognizes the need for the U.S. ex­
port policy to reflect adequately the hazards that certain products 
present to human health and safety.

At the same time we believe that the policy must strike a balance 
between the sometime competing concerns of protecting the individ­
ual on the one hand and on the other hand of limiting the potential 
economic burdens that certain restrictive export policies may cause.

To insure this balance, the Department of Commerce, which is cur­
rently heading an interagency effort to develop new export expansion 
measures, is working closely with the Working Group on Hazardous 
Substances Export Policy.

Such cooperation, we hope, will insure consistency between the ad- 
ministration’s announced policy of encouraging exports and its efforts 
to develop a consistent and effective policy regarding exports of 
hazardous substances. ji

The subcommittee has asked whether the Department of Commerce 
has authority to control exports of items banned for domestic use by 
other Government agencies; and if not, why not.

The Department of Commerce’s authority to exercise control over 
exports stems from the Export Administration Act of 1969, as 
amended.

The act states that it is the policy of the United States to use export 
controls for three primarv purposes: National security, foreign policy, 
and short supply—that is, to protect the economy from an excessive 
drain of scarce commodities.
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To achieve these policies, the act authorizes the imposition of 
controls on exports.

At the same time, however, it states that neither the act nor regula­
tions issued under the act may “be construed to require authority or 
permission to export, except where required to effect the policies set 
forth in this act.”

Thus, the Department of Commerce has no authority to restrict 
exports of banned commodities, unless such restrictions are necessary 
to further the aforementioned policies.

> Two of the policy objectives—national security and short supply— 
are clearly irrelevant to the issue of hazardous product controls and 
cannot justify controls over exports of hazardous substances.

The remaining policy objective, the furtherance of foreign policy, 
is the only potential basis in the act for restricting exports of such 
commodities.

This policy provision calls for use of export controls “to further 
significantly the foreign policy of the United States and to fulfill its 
international responsibilities.”

In considering whether export controls are necessary in any partic­
ular circumstance for foreign policy reasons, we consult, of course, 
with the Department of State, as the statute generally obligates us 
to do.

The Department of Commerce has been asked by a regulatory agency 
for assistance in controlling the export of a banned item on only one 
occasion.

In June of 1977, the chairman of the Consumer Product Safety 
Commission requested Secretary Kreps to control exports of Tris and 
Tris-treated garments. The stated principal objective of the request 
was to gain information on exports, rather than to prohibit them.

In that instance, we sought the foreign policy guidance of the De­
partment of State and were advised that controls on Tris and Tris- 
treated garments were not necessary to further significantly the foreign 
policy of the United States.

In short, under those circumstances, we lacked the statutory au­
thority to control exports in the case of Tris-treated garments.

The extent to which banned products are actually exported is by 
and large difficult to establish.

I  can tell you that in the first 4 months of this year, 11 million 
pounds of DDT were exported from the United States to 20 foreign 
countries, according to the Bureau of Census statistics.

But DDT is unique in that it is identified by a single schedule B 
classification for statistical reporting purposes. I t is the only com-

> modify in that schedule B classification, and thus it is relatively easy 
to determine the volume of exports.

Most banned products, however, are not as exclusively classified by 
Census.

A prime example of the difficulty relates to garments treated with 
Tris which would appear in different variations under a number of 
classifications.

There are numerous entries in schedule B describing various gar­
ments in detail. My understanding is that the only garments actually 
banned are children’s sleepwear.
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Schedule B has 16 entries for sleepwear. The entries describe the 
sleepwear being exported as men’s, boys’, women’s, girls’, and infants’; 
as made of cotton, wool, manmade, or other fibers; as knit or not 
knit.

The categories do not identify whether the sleepwear being ex­
ported is children’s sleepwear treated with Tris.

The problem would be the same with most other banned products.
When the Consumer Product Safety Commission bans particular 

models or types of toys, appliances, or other merchandise, for example, 
those products are buried in a schedule B category that includes sim- •  
ilar, but not banned, products.

When the banned item is a component in a finished product that is 
not itself banned, the problem is compounded.

To identify banned products in export statistics would, therefore, () 
require extensive changes in the basic reporting reference, as well as 
increased statistical reporting time and costs.

Even if it were feasible to devise a way to place banned products 
in distinct reporting categories, the reliability of the export informa­
tion would be questionable.

Most banned products cannot be distinguished easily from similar 
products that are not banned. Exporters on whom we would be solely 
dependent for assignment of the proper schedule B number would, 
in many instances, find it very difficult to make accurate judgments.

This concludes my statement, Mr. Chairman.
I 'would be pleased to answer your questions.
Mr. Rosenthal. Mr. Meyer, should the Export Administration Act 

be amended to include export controls on banned products?
Mr. Meyer. That, it seems to me, is a judgment that the adminis­

tration would have to make on the basis of what the working group 
on hazardous substances export policy would---- -

Mr. Rosenthal. Does the working group have that matter under 
consideration ?

Mr. Meyer. That general topic is one of the matters they are look­
ing at.

Mr. Rosenthal. Does the Department of Commerce have a position 
that they are espousing within the working group ?

Mr. Meyer. At this particular point in time, I  don’t think the work­
ing group has come to any focus on this subject.

My opening remarks, I  think, emphasized the need to strike a bal- 4 
ance between protecting the individual on the one hand and limiting 
the potential economic burdens on the other.

Where consideration by this working group would come out, in 
terms of striking that balance, I  cannot say at this time. 9 /

Mr. Rosenthal. We assume that if there was statutory authority or 
mandate to restrict exports of banned products, it would be used with 
a great degree of caution and prudence.

Anybody who had the authority to do that would take into account 
all the economic and safety considerations.

Mr. Meyer. I  would think that one of the basic questions that the 
working group would address would be the question of whether notifi­
cation of foreign governments is adequate and appropriate or whether 
it is inadequate and statutory controls should be imposed.

Mr. Rosenthal. Aside from Tris, how many times have you asked 
the Department of State for foreign policy comments?
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Mr. Meyer. We do that fairly often but not in this area.
Mr. Rosenthal. In  other types of areas ?
Mr. Meyer. Oh, yes.
Mr. Rosenthal. Like national security areas ?
Mr. Meyer. No. On foreign policy concerns.
Mr. Rosenthal. Are you a member of the working group yourself ? 
Mr. Meyer. I  am n o t; Commerce is represented.
Mr. Rosenthal. Who is the Department of Commerce repre­

sentative ?
Mr. Meyer. I  am not sure. We would have to supply that to you. 
Mr. Rosenthal. Would you please ?
[The material referred to follows:]

Lawrence Lasoff. Special Assistant to the Assistant Secretary for Industry and 
Trade Administration.

Mr. Rosenthal. Thank you very much.
The subcommittee stands adjourned.
[Whereupon, at 10:50 a.m., the subcommittee adjourned, to recon­

vene subject to the call of the Chair.]
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