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Dr. Weris. This latter circular directed that if any stocks did
exist of any of these items, they would not be replenished. This
was further strengthened by Department of Medicine and Surgery
Circular——

Senator Nmrson. Excuse me. When you say these items, what
does that refer to?

Dr. WeLLs. This refers to the list we have already distributed
from FDA ; the ineffective drug list that we have distributed from
the FDA.

Now, circular 10-71-16 of January 20, 1971, herewith submitted
for the record, directed that procurement action would not be ini-
tiated under any circumstances without the prior approval of our
central office.

(The information above-referred to, follows:)
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Dr. WeLrs. Here we are stepping in actively to prevent the use
of these drugs or the procurement of them.

Senator NerLsoN. “Procurement action would not be initiated under
any circumstances without prior approval of the central office.”

Will you clarify that for me? Are you referring to procurement
that they do at the local level on their own or what?

Dr. Werns. This would be procurement not only locally but also
through the central contacts. As a matter of fact, the next sentence
I think helps to clarify it. T do not envision at this time circum-
stances under which we would approve purchase of any of these
drugs, even as exceptions, unless the manufacturer submits further
evidence to Food and Drug Administration as required and per-
mitted by regulation, which would result in reconsideration of pre-
vious findings.

Senator Nerson. But when you say “these drugs,” you are re-
ferring to those that NAS has said are ineffective?

Dr. WeLLs. Ineffective. :

Senator NrrLson. Do you get down to the question of “possibly
effective #” ‘

Dr. WeLwLs. If not, we will do so anyway off the document.

This subcommittee is aware that a number of these products
have not been removed from the market, and it is conceivable that
further evidence might be presented which would establish efficacy
or changes made in the product to render it acceptable. In any
event, we have taken the actions described pending further devel-
opments which will either result in these drugs being removed
from the market or perhaps in revised form being determined to
be effective.

As far as the effective or the possibly effective drugs, we are at
a disadvantage at the moment not knowing exactly how this is going
to appear from FDA’s decision. We are going to take action to
discourage the use of the possibly effectives where effective drug
treatment is known.

Mr. Warrworra. Senator, we have stopped procurement of all
possibly effective drugs at the national level, totally. '

Senator NerLson. All “possibly effective” drugs?

Mr. WarrworTH. Yes, sir.

Senator Nerson. And they would not, then, be put back on your
list of drugs unless at some stage adequate evidence was submitted
to the FDA so that their classification was changed to effective;
is that right?

Mr. WairworTH. Precisely, sir.

Senator Nrrson. What does that do about their procurement at
the local level, whatever procurement they do? .

Mr. Warrworra. They will satisfy whatever requirements are
placed upon them, that is, the procurement people.

Senator NEerson. Pardon? .

Mr. Warrworra. The procurement people will satisfy whatever
requirements are placed upon them:

Senator NeLsoN. About half of your drugs are purchased locally,
aren’t they?

Mr. WarTworTH. A little over half, yes, Senator.
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. Senator Nersow. If at the national level you have made the deci-
~ sion that you wouldn’t purchase or stock possibly - effective drugs
_-until and unless their classification was changed, what are you doing
about purchases of possibly effective drugs -at the local level?
- Mr. Warrworra: This decision was made anticipating further
developments. We don’t want to be caught with a lot of hoards
of stock in our depots. Therefore, this is a first step. ‘There indeed
will be additional steps, I am certain, in this area. = :

Mr. SraTrer. Obviously this Passes on down to the hospital. They
will cut out their supply of possibly effectives. If they find. it is
not being centrally procured, they will be faced “with a decision
whether . they need it to fill prescriptions for physicians or not,
and. physicians will be contacted about all other alternative drugs
available for use, the more effectives, and so forth having a higher
classification. = ' , s

~Senator Nrrson. But we really didn’t get: down to ‘settling this
ilue‘sltion of the use of possibly effective drugs ‘procured at the local
evel yet. : . - f FOURE

~Dr. Weris. 1 would say at this point in time, Senator Nelson, I
don’t believe this is settled in our own mind. We are going to have
to go-at this drug by drug as we face this problem of the possibly
effectives and the possible alternates that will be offered. o

Mr. StaTier. You see, an official listing of the possibly effectives
has not been put out by FDA. As soon as that is. available, it will
be presented to the executive committee on therapeutic agents for a
policy decision as to what restrictions, if any, will be imposed upon
use of these drugs. ‘ g '

Senator Nrrsow. Reports on these drugs appeared in the Fed-
- eral Register. Isn’t: that sufficient? ' o
_ Mr. Srarier. It has been published continually in the Federal
Register, different: clagsifications but there is no single compilation
~of drugs only on the possibly effective list. Most of the ones we have
- been reviewing in the Federal Register have several classifications.

Senator Nerson. But you don’t think that you can simply -take
them from the Federal Register and act on that? - i -

“Mr. SraTrER. There is such a backlog of Federal Register publi-
‘cations and, of course, there are 700 more to be published by June
30th, that we feel it would duplicate 'a lot of efforts that are being
made by different Government agencies on this, the one official
- agency recognized—FDA is the one to provide all Federal agencies
with this single compilation. As Dr. Edwards testified the other
day, he feels that they are the one source of most knowledgeable
information on the relative efficacy of the drugs. We have asked
him to provide this information to us and they are in the process
of doing this; RN L o ~ L .
~Senator Nrrson. Do you know of any instance of a class1fipat10n
by the National Academy of Science-National Research Council that
has been rejected by the FDA ¢ ; .

Mr. Starrer. Not rejected. They have made a decision that they
have published—it is either in one of the four categories of “classi-
fication. However; there are some changes. By this we mean, for
example, ineffective listing. 'We had attempted to get the ineffective
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listing for several months prior to the official listing of November
1st  which you all have. We had lists signed by knowledgeable
officials from the FDA dated September 23d and prior to publica-
tion and release to our field stations, we were advised that there
were several errors on that list. So drugs had to be deleted and some
others had to be added. So rather than subject our physicians in the
hospitals to erroneous listings and then causing a traumatic episode
of having to change the information that went out, we are waiting
for an official publication that we can stand behind.

Dr. Weris. This is a very key point of decision, because there
were a number of additions and deletions on that ineffective list. I
think it was this experience, more than anything else, that made
us feel that at this point in time we had best not go along with
anything other than an officially declared listing of the possibly
effectives.

Mr. Gorbon. Dr. Wells, may I interrupt for just a moment. Mr.
Statler just quoted Dr. Edwards, and I am going to quote Dr. Ed-
wards again: “that we are the only reliable source which the prac-
ticing physicians should be able to look to to obtain some of this
relative efficacy type of information.”

Mﬁ Sgtatler, do you agree with the Food and Drug Administration

on this?
" Mr. StaTrer. I agree, Mr. Gordon, and any information that the
FDA puts out relative to efficacy and-comparative efficacy of drugs
is furnished to all of our hospitals. In part of this testimony, appen-
dix A, we list information that is provided to our therapeutic
committees. We mention, for example, all FDA releases on_drugs
such as clinical experience abstracts, adverse reaction reports, FDA’s
current drug information circulars, their dear doctor letters, their
new drug approvals, their weekly recall reports are all provided
to everyone of our hospitals for continued guidance. B

Mr. Goroon. Do you consult with them before you put'a drug on
your formulary? :

Mr. Starer. We certainly would know whether it was on one of
the possibly effectives or ineffectives. X

Mr. Goroon. This is in the negative sense. Do you ever ask FDA,
for example, as to whether one drug is more effective or safer than
another drug when both may be effective and safe? .

Mr. Srarrer. They haven’t made such a determination available.
They don’t have the comparative information.

‘Mr. Goroon. Did you ever ask them? .

Mr. StaTier. Yes. We have been in discussion with many of their
people on that. .

Mr. Goroox. The wording that Dr. Edwards used was this: «* * *
be able to look to obtain some of this relative efficacy type informa-
tion.” Have you consulted with him at all on whether, before you
put a drug on the formulary, that particular drug or another one
should be put on? T . .

Mr. StatrEr. We are in close contact constantly with: their drug
efficacy study implementation group, called DESI. This is what Dr.
Edwards was referring to, that they are the only reliable source
of relative efficacy of drugs and they are talking about the classifi-
cation as a result of the NAS-NRC reviews.
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Yes, we do have all the information as they publish it. For ex-
pmple, in preparing this testimony on Peritrate, we knew there
had been a panel review on it but we had not seen anything pub-
li%hed. I wanted to get the current information as to the relative
efficacy. : . .

. They have not made their final determination and published it
in the Federal Register. As soon as it is, then it will become informa-
tion that is available to our agency. : o

Mr. Goroon. Can you tell us those drugs about which you have
recently consulted with the FDA relative to putting a drug on one
of your formularies? ;

Dr. Werrs. Normally T don’t believe we do, Mr. Gordon.

Mr. Goroow. I don’t mean taking off. T mean putting something
on a formulary.

Dr. WerLs. We don’t specifically consult with them. We use their
publications. We use their generalized information, but our thera-
peutics committee in the central office actually executes this action
to our stations. We don’t consult with them relative to individual
drugs. Is that correct? e :

Dr. Cuase. That is correct. We use the basis of their information
where it is appropriate for us. If it is a question of therapeutic
effectiveness we will go to the experts in the field who are actually
involved with the controlled testing of these drugs. Either the
literature or the individuals as persons. .

Mr. Goroox. You do not consult with the FDA, then, on specific
drugs, i that correct? ; .

Dr. Cuase. Well, I personally do not, sir. As chairman of the
committee. ) W

Mr. Goroon. Does anybody in VA ¢ ;

Mr. Starier. We have continual contact on all these drugs you
are talking about. Every one of these that was questioned during
the testimony of the physicians during the fall months we have
discussed with officials from FDA to find out drug efficacy study
recommendations, and so forth. Yes, we try to get all available
information that they have in their files that is made available to
us, but I have to make it clear that they will not releagse anything
that has not yet been published in the Federal Register. So infor-
mation we get is also public knowledge. o

Senator NeLson. Please continue. :

Dr. Werzs. One of our most significant efforts to date has been
the issuance of Department of Medicine and Surgery Circular 10—
71-3, January 13, 1971, on rational drug use. This directive restates
our long-standing policy of not rigidly restricting professional
practice by administrative direction, but emphasizes that we want
to assure that every effort is made to treat all Veterans’ Admin-
istration patients with the most effective therapeutic agents, at the
most favorable cost. It calls attention to previous major }%9110}7 state-
ments and reiterates the position that each hospital Therapeutic
Agents and Pharmacy Reviews Committee should take necessary
action in the context of agency policy to assure the rationality of drug
use and to provide the most effective and economical treatment for
the patient.
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We also emphasize the role of each Therapeutic Agents and Phar-
macy Reviews Committee in a continuing review of prescribing prac-
tices and drug usage in their hospital. The policy that the purchase
of high cost drugs could not be justified when equally effective but
less expensive preparations were available is emphasized.

~ We have also taken, or are taking, a series of further steps which

I feel will contribute to our common objective of the most rational
prescribing attainable. We are placir}lg greater emphasis upon the
importance of the role of our hospitals Therapeutics Agents and Phar-
macy Reviews Committees. I am certain their efforts in establishing
and maintaining good station formularies have been strengthened
by the attention and emphasis focused upon this problem. The
minutes of each Therapeutic Agents and Pharmacy Reviews Commit-
tee meeting that is held, at least once a month, are forwarded to
our central office for review. This monitoring by central office assures
that drugs considered ineffective have been deleted from the station
formulary or are not approved for purchasing and inclusion in the
formulary. The recent reports submitted to our central office have
reflected major interest and attention from our hospitals throughout
the country.

Our local Therapeutic Agents and Pharmacy Reviews Committees
at each of our hospitals and our Executive Committee on Thera-
peutic Agents in central office have the primary responsibility for
assuring rational drug selection and for monitoring the quality,
safety and efficacy of drugs used in the Veterans’ Administration.
These committees bring together the principal medical and phar-
macy staff members and are supported as required by the profes-
sional and administrative staffs of the hospitals and clinics. They
include experts on various medical specialties to assure that infor-
mation available from several sources is considered in the com-
mittee’s actions. It is important that any examination of our
Agency’s drug selection and procurement program consider the
mission, membership and scope of responsixlc)xilities of these com-
mittees. I am attaching to this statement as appendix A an outline
of their composition and functions.

(The document referred to is as follows:)

Appendix A

STATEMENT OF COMPOSITION AND FUNCTIONS OF VETERANS' ADMINISTRATION
THERAPEUTICS AGENTS AND PHARMACY REVIEWS COMMITTEES AND EXECUTIVE
COMMITTEE ON THERAPEUTIC AGENTS

The composition and functions of our Therapeutic Agents and Pharmacy
Reviews Committees in each hospital and clinic and our Executive Committee
on Therapeutic Agents in the Central Office are:

Every Veterans Administration medical hospital and clinic has a Thera-
peutic Agents and Pharmacy Reviews Committee to assure that regular qual-
ity control reviews are established and carried out for therapeutic agents and
Pharmacy programming.

The Committees are generally composed of members of the Medical Execu-
tive' Committee of the hospital and clinic. This Committee includes the Chiefs
of the major patient care services. The Chief Pharmacist serves as the re-
corder. In most hospitals and clinics, the Director or Chief of Staff serves
as Chairman. The principal functions of the Therapeutic Agents and Phar-
macy Reviews Committees are:

1. To serve in an advisory capacity to management on policies pertaining
to the use of drugs. : -
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2. To evaluate clinical data on drugs proposed for use in the hospital, out-
patient  clinic, or domiciliary, and make recommendations for stocking .of
those considered most: useful and effective.

8. To prevent unneécessary duplication of drug products. :

4. To establish and provide for continuous revision of the station formulary.

5. To review, advise on, and récommend. procedures pertaining to the pre-
scribing, dispensing, and administering -of drugs to assure patient safety.

6. To receive from the Chief of Staff all reports of adverse drug reactions
and agsist the Chief of Staff in the collection of pertinent data, evaluation of
each reaction and preparation_of reports to Central Office. :

In addition to the loeal aspects of committee functions, the actions and
recommendations of the committees serve as guides in the selection of drugs
for most advantageous central procurement, An additional  function of  the
committee, therefore, ‘will be to mdke its recommendations known. to the
Execiitive - Committee -on Therapeutic Agents (Central Officé) through  the
committee meeting minutes,” and to include the medical reasons for unusual
committee actions (such as the approval for use of a ‘specific brand drug
if the same drug is in the Veterans Administration system. by nonproprietary
name). ) . :

The Executive Committee on Therapeutic Agents in Central Office is chaired
by the Assistant Chief Medical Director for Professional Services and: the
Director of Pharmacy Service serves as Recorder. The other members are
directors of patient care services and our Research and Education Service.
The Committee’s principal functions are: . ) :

1. To develop, recommend and promulgate policy and information on rational
use of drugs in the Agency. . o

2. To review and act on reports from Veterans Administration hospitals and
clinics for use of drugs not available in interstate commerce and for which
an FDA New Drug Application has not been effected (investigational drugs)
for clinical -treatment in specific cases. )

8. To evaluate reports of Adverse Drug Reactions prior to: forwarding to
FDA.  (Veterans. Administration reports are combined with .reports: from -all -
hospitals, Government and non-Government, sending such information to FDA
and the resulting compilation prepared by FDA is furnished 'to .all Veterans
Administration hospitals. dand . clinies.y . :

4. To review minutes and: recommendations of each Therapeutic Agents and
Pharmacy Reviews Committee submittéd by Veterans. Administration activi-
ties to identify drugs which will be considered for centralized procurement.

5. To review and act on Quality Improvement Reports submitted by Veter-
ans Administration hospitals and clinics indicating a  dissatisfaction: with a
drug product. Appropriate irnformation is then coordinated with- FDA and
USP officials. RS S TTE EP U e : L : .

_To. assist each Therapeutic ‘Committee in selection  of the best drugs. for
patient therapy, a multitude of leading publications are available in each hos-
pital and clinic including Jourhal American Medical Association, New Eng-
land Journals-of Medicine, Annais of Internal Medicine, ete., and publications
such as Medical Letter; Clin-Alert.-In addition, all ‘of FDA releases on drugs
such ‘ag Clinical Experience Abstracts, Adverse Reaction Reports, FDA Cur-
rent Drug Information. circulars, Dear Dr. letters, New Drug Approvals,
Weekly: Recall Reports, are provided for guidance. : , .

VA professional . publications ‘such as, “Drug Treatment in Psychiatry,”
““Qooperative Studies in - Psychiatry,” ‘“Pulmonary -Diseases ~Abstracts,” ete,
also provide supplemental  information.. :

Mr. Gorpon. May I ask another question. What are ybu-gbing to

do -about the drugs classified as “probably effective”? Would you
buy a probably effective drug if there is a known effective drug
that could be used as an alternative? - - s b -
Dr. WeLss. We are looking forward to this list, this official pub- -
lication, of the possibly effective drugs. At that point in time we
will review ' these individually.  We will- publish’ the list to our:
field stations. We will  get the advice from our field people and
other experts as to exactly what we should do; drug by drug, what -
. kind of alternatives are likely to be offered, and we will make the -
- B9-581 0—T1—pt. 20— 14 B : ‘

PETURN
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best possible judgment we can in line with our basic goals which
I think have been rather clearly stated.

Mr. Goroon. You say you are waiting for the FDA to bring
together such a list? Is that it?

Dr. Wrris. Well, for the official publication of it, yes.

Mr. Goroon. Couldn’t you put it together yourself since many
have been published already in the Federal Register? I notice that
you were waiting for the “possibly effective” list to be ‘brought
together by FDA. The Public Health Service drew up its own list.
Could you have used the PHS list. Why do you have to wait?

Dr. WeLrs. We are rather conservative about this.

Mr. Sratier. Mr. Gordon, we have been in close contact with
FDA on this. The very first day we learned of the compilation of
the listing by HEW of 159 drugs, we called FDA to gnd out if
we could use this as the official listing, and they told us no, that
there are errors on that list. We are not interested in having an
erroneous list.

We also know Defense Department has a similar listing with
more drugs on it than HEW has.

We. asked in our letter to Dr. Edwards for the list of ineffec-
tive drugs, and in addition, advised him that we plan to also pro-
vide our hospitals with a list of drugs classified probably effective,
possibly effective, and effective as a result of these panel reviews.
We sald we would appreciate receiving these lists of drugs consid-
ered officially by FDA in each of these four categories and an up-
dating and subsequent listing of all drugs as they become available.

They are in the process of preparing such a listing. Just this
morning in the green sheet I notice that FDA is, within the next
2 weeks, to publicize a new ineffective drug list which will have
something like 400 on it rather than the original 359. So as you see,
there is a continual review process. . .

One of the problems is they have new information—today in
the Federal Register something may be listed as probably effective
or possibly effective but additional information has been submitted
by the manufacturers to FDA and they are making a different deci-
sion and putting it in a different classification. So something we
take out of a Federal Register last year may not be current today
in the eyes of FDA. That is why we are waiting for an official
transmittal of the list to us. .

Mr. Gorpon. When you get the probably effective list what are
you going to do? . ;

Mr. Sratrer. We will transmit it to all of our VA field stations
8o every therapeutic committee will have such a listing and as Dr.
‘Wells indicated, we will make a drug-by-drug review to see if there
should be any special action taken on any of the druﬁs on there.

Obviously if there is a drug on the possibly effective list and
there are more effective drugs available and particularly at less cost,
that information will be furnished to our hospitals for their use.

Mr. Gorbon. What about the probably effectives?

- Mr. StaTiEr. It looks like the probably effectives will eventually
be put into the effective classification simply because of a change in
certain claims of the manufacturer and they will then come out,
be taken out, of the probably. effective list. EEE
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Senator NeLson. Go ahehd, Doctor: '

Dr. WeLis. As an example of the problem that arises in selecting -
drugs for central purchasing and in obtaining complete agreement as
to their acceptability for use, we have noted that a substantial num-
ber of our local therapeutic committees have changed to the macro-
crystalline form of nitrofurantoin from the microcrystalline form.
The decisions were apparently based upon concern that the micro-
erystalline form produced more unfavorable side effects than did the
macrocrystalline form. This view has been challenged and some hold
that there is insufficient clinical evidence to support it. Our Executive
Committee on Therapeutic Agents has been examining this question
to determine whether the microcrystalline form available ‘from a
foreign supplier would be satisfactory. The minutes of the Executive
Committee on Therapeutic Agents discussion was disseminated to all
hospitals. One of our chiefs of urology expressed his concern about
Veterans’ Administration’s possible action, stating that in his practice
of clinical medicine there is evidence of a fivefold greater incidence
of nausea and vomiting when using the microcrystalline form than
when using the macrocrystalline form. While recognizing the value
of controlled clinical studies, we cannot ignore substantial evidence
developed in routine clinical practice. In any event, we have reached
no conclusion on this problem, nor have we purchased further stocks
of nitrofurantoin in either form since our previous appearance before
this subcommittee. :

Our current policy with respect to those drugs whose effectiveness
has not been questioned, but whose costs are significantly higher than
other products which some authorities feel are equally effective, is to
restrict the quantities purchased while our local Therapeutics Agents
and Pharmacy Review Committees consider what controls they might
wish to establish to assure they are used where indicated and not on
a widespread basis just because of their popularity. It is possible that
we will continue to purchase propoxyphene where its use is indicated.
We will determine to what extent it is'being used when there is no
specific indication for it-and when an effective and safe substitute is
available. T believe that most of the distinguished witnesses which
have appeared before your subcommittee generally agreed that there
was no rationale for the use of propoxyphene instead of aspirin ex-
cept in specific cases. As I interpret what they said and what our own
experts tell me, there is a use for such products as propoxyphene; the
problem lies in the general use of such products wﬁen a substantially
lower cost, effective alternate is available. Our local committees-are
already reviewing the widely ‘publicized examples. As-a part of our
agencywide review our Executive Committee on Therapeutic Agents
will review, with our Supply Service; agency records which high-
light substantial use of the more costly drugs and will provide this
information to our local committees so that they can review their
own decision, to assure themselves that they have adequately con-
trolled the use of these drugs. : »

As we promised this subcommittee, we have examined our previous
policy on soliciting foreign sources for our drug requirements. Our
efforts to obtain world market prices or cost information were un-
‘successful. We solicited the assistance of the Department of State,
Department of Commerce, and both domestic and foreign drug firms.
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In substance, we found that there are no fixed prices for purchase of
drugs from foreign countries for importation into the United States.

Mr. Goroon. But you can get them to bid, can’t you?

Dr. Weris. On a large quantity, bulk quantities, but not for phar-
maceuticals as such. We have been unsuccessful on them.

Mr. Gorpon. What do you mean by that? You were able to get bids
on meprobamate, for example. ’

Dr. WeLLs. Yes, and we have indeed purchased meprobamate and
tetracycline from foreign sources where we have been able to accom-
plish studies to assure ourselves through plant inspection, and so on,
that we were getting quality, and to get a bid which was substantially
lower than.the domestic market. So we have indeed done this where
we could.

Further, we have established that we cannot legally import into
this country products for which an effective New Drug Application,
approved by Food and Drug Administration does not exist at the
time of import. At this moment, there are only three such instances
of which we are aware, where the domestic suppliers are not competi-
tive with foreign suppliers and for which there is an approved NDA
in effect. One is for the product meprobamate, which we do purchase
from foreign sources. Another is for nitrofurantoin, which we are
studying before we reach a decision to replenish stocks. That is the
matter to which we spoke a little earlier.

The third is for tolbutamide, a drug whose use is under study. We
have talked with one foreign manufacturer with a potentially large
capacity about what products he might offer. He tells us he is con-
sidering filing New Drug Applications on several products, but has
not reached a decision to do so. We are carefully screening all an-
nouncements of New Drug Application approvals by FDA to deter-
mine if they might not offer us epportunities for expanded competi-
tion for our drug requirements. - ,

* We have selected 85 drugs which we now purchase on a sole-source

basis and are studying the potential for expanding competition by
seeking additional suppliers and determining if these suppliers are
interested in competing for our requirements, and participating in
our inspection program. Among those 85 items, we have selected 13
items for early and immediate action. We have already contacted
potential suppliers to determine their interest and to determine that
competition will result in lower prices. , _

Senator NErLson. Doctor, may I interrupt a moment. You are aware
of the General Accounting Office survey of nine drugs purchased by
the VA on a sole-source basis and by the Department of Defense on a
competitive basis? The General Accounting Office found that VA
gaid 60 percent more than the Department of Defense for the same
lrugs. :

What is your response to that?
© Mr. WarrworTH. These nine items, Senator, are among the 85 that
have been chosen for generic—competitive procurement, and if I may
say one more word about that, we have in our national distribution
system some 544 different drug line items: 123 are now bought com-
petitively; 336 are sole-source or as the military would say, single-
source items. We can only get them from one manufacturer. This
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leaves 85 items that there is a potential for competitive procurement
on. This is the 85, sir, that have been selected and we are going to
attempt to buy them competitively, put them in our national distribu-
tion system, and educate, if I may use the word, our prescribing
physicians, if we can, to use these competitively procured items.

We have 13 of them under the first steps of the purchase action
right now. The first invitations will go out February 15 on these 13
and the last invitations will go out around March 15.

What I am saying is that if we can do what we have started to do
with 13 items, through 85 items, then we will have in the depot
system all of those items that can be bought competitively, in fact,
competitively bought. ' S :

Senator Nerson. How many did you say were single or sole-source?

Mr. WarrworTH. 336. :

Senator NeLson. 336 out of:

Mr. WaITwoRTH. 544, sir. ST .

Senator Nerson. These are 336 different drugs or does that include
dosage forms of the same drug? ‘ ’

Mr. WarrwortH. It includes dosage forms. -

hSe};ator Nrison. How many different compounds -are involved,
then ; , :
L Mr. Warrworts. I can submit it for the record, sir, but I don’t
now. .

Senator Nerson. When you say sole-source for these 300-0dd drugs,
do you mean that there is no other similar compound in the mar-
ketplace or rather, that there is no other therapeutic- agent that
~ does the same thing? Or are you saying that among these sole-sources
are certain brand names for which there are other generics available
of the same compound? . - :
~ Mr. Warrworts. Well, sir, they are all brand names, the 336.
Whether there are other drugs available that will do the same job, I
will have to defer to Mr. Statler. n :

Mr. Statier. These are only available from a single manufacturer
in the United States, Senator. In other words, an example would be
chlordiazepoxide. No other manufacturer other than Roche manufac--
tures that. o oo ’

Senator Nerson. Maybe I am not making my question clear.

There are a whole list of tetracyclines. Obyviously, if you order
chlortetracycline, it will have only one source. You would call that a
sole-source item? ‘

Dr. Weris. Yes. It would be a sole-source if you ordered that.

Senator Nerson. That is what I am getting at. Chlortetracycline,
doxycyeline, methacycline HCL—these are all members of the tetra-
cycline family. Would you call each one of these a sole-source item?
Is that what we are describing here? : L

Mr. Coox. In answering your question, Senator, yes. However, in
the tetracycline family the only item we have in stock is the tetra-
cycline hydrochloride. : ‘ '

Senator Nerson. But if you had these other ones you would con-
sider that sole-source. ;

Mr. Cook. Yes; sir. o :

Senator NeLsoN. So what we are talking about here as sole-source
is a number of items which have been selected by brand name that
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therefore made them sole-source because there is only one company
making that brand. Is that what we are saying?

Mr. Cooxk. Yes.

Senator Nersow. So if you were, for example, talking about predni-
sone, and you order Paracort or Meticorten or Deltra, you would
consider each one of those sole-source items?

Mr. Coox. No. Not if they were identical chemical formulations. If
they were similar we might consider them, everyone, sole-source but
if they are identical, no.

Senator Nursox. If they are identical formulations with different
brand names you don’t consider that sole-source.

Mr. Cooxk. No, sir.

Senator Nevson. But if there is some slight difference, no matter
‘how slight, and they have the same known therapeutic effect, you
would consider that sole-source?

Mr. Coox. Yes, sir.

Senator NeLsoN. How many of them are there like that?

Mr. Cookx. We will have to supply that.

Senator NeLson. Will you supply that for the record !

Mr. Cooxk. Yes, sir. : ‘

(Subsequently the Veterans’ Administration supplied the following
information:) ”

There are 187 brand name drugs which have different therapeutic effects
and therefore considered sole-source.

VETERANS’ ADMINISTRATION,
OFFICE OF GENERAL COUNSEL,
Washington, D.C., March 17, 1971.
Mr. BEN GORDON,
Majority Counsel,
Select Committee on Small Business,
Washington, D.O.

DEear MR, GorpON : On March 5, you called Mr. Knapp of this office, referring
to page 9286 of our testimony to the Subcommittee. You ask that the 137 brand
name drugs we refer to as being bought by brand name be listed both by their
trade and generic names and that the list be separated by therapeutic category.

Attached to this letter is the information requested.

You will note that the total of items is 140, rather than 137. This is a
fluid figure as items are being dropped out and picked up constantly. At the

time of our testimony, I am told it was 137. As of today, it is 140.

A Sincerely yours,
JoHN J. CORCORAN,
General Counsel.

Attachment.
Analgesics
Acetaminophen tablets, NP, 325 mg. (5 gr.), 1000s. Scored, White.
(Tylenol?. MeNeil Labs. Ine..___________________________ . " BT
Butalbital, aspirin, caffeine, and phenacetin tablets, 1000s. Uncoated,
White. (Piorinal). Sandoz Pharm., Div__._________ .. . . _ ____ BT

Fentanyl citrate and droperidol injection. Each ml, contains 0.05 mg.
‘Eexl;tanfrl (as the Citrate) and 2.5 mg. Droperidol. (Innovar). McNeil
abs., Ine:

Meperidine hydrochloride injection, USP, 50 mg. per ml., 30 ml. Multiple-
Dose Vial. (Demerol). Winthrop Labs., Div...._ . ___ . ___ __ __ VI
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Ox; phenbutazone tablets, 100 mg., 1000s. Sugar Coated, Tan. (Tandeanl)
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eigy Pharm., Div__ e ciceeccecceaemiemsemomnn BT
Pentazocine hydrochloride tablets, 50 mg., 100s. Peach, Scored. (Talwin).
Winthrop Labs., Div_ e de e eiaceaecliaaa- BT
Pentazocine lactate injection, NF, 80 mg. per ml. Sterile. (Talwin). (Tal-
- wm) Wmthrop Labs ., Div.:
_________________________________________________________ AM
10 ml ________________________________________________________ VI
Phenacetin, a.splrm h oscyamme, and phenobarblta,l capsules, '1000s.
(Phenaphen). A H. RODINS COrm e ecom oo oeom e e BT
Phenylbuta.zone ta.blets, USP, 100 mg., 1000s. Sugar Coated, Red. (Buta-
zolidin). Geigy Pharm., DiVe e o e e e BT
Potassium aminobenzoate, ascorbic acid, and pota.ssmm salicylate tablets,
500s. (Pabalate-Sodium Free). A. H. ﬁobms Co,y InCL o e BT
Propoxyphene hydroohlonde, aspirin, caffeine, and phenacetin capsules,
500s. Eli Lilly & Co.
32 mg. (Darvon Compound) .................................... BT
65 mg. (Darvon Compound=65) ... - oo ceco ool BT
Propoxyp. ene hydrochlorlde capsules, USP, 500s. (Darvon Pulvules).
Eli Lilly & Co.
32 mE il e e e i i BT
BB ML o e emm it el et e e aein BT
Sodium aminobenzoa.te, sodlum sahc late a.nd a.scorblc acid tablets, 5005.
Enteric Coated. (Pabalate) obins Co.,, InC._icocomaaaol: BT
Anorexics
None. -
' Aniibacterial and anti-infectives
AnIlinosa,licylic acid, USP, 1 Lb. Powder. (Rezipas). E. R. Squibb & Sons, BT
Antiseborrheic liquid, 4 Oz. For treatment of seborrhes capitis and sebor-
rheic dermatitis. (éebulex) Westwood Pharm., Div._ ... _.__.____ BT
Benzalkonium chloride solution, USP Concentrated 17%, Gal. (Zeph-
. iran Chloride). Winthro F Labs., Div._ oo BT
Cycloserine capsules, USP, 250 mg, 500s. No. nght-Gray Opacque
Body, Red Opaque Cap. (Seromyc .................. BT

in). Eli Lll(l;y
Detergent surgical, Plastic Bottle. Liquid ontams 3% Hexachloro- .

phgng (Phlsohex) Wmthrop Labs., Div:

BO0S . e a e mm e m e e e SO e dammm e —m—amaaaan BT

Nitrofusazone- ointment, NF, 1; 500 1 Lb, (4536 Gm). Water Soluble.

(Furacin Soluble Dressing). Eaton Labs., DAY - e e JR

Nitrofurazone solution, NF, 0.2%, 473 ml. (1 Pt.) in Water Miseible Liquid
of Polyethylene Glycols, Octylphenoxy Polyethoxyethanol NF, and
Water. Antiseptic, Topwal (Furacin Solution). Eaton Labs., Div_..._.

Povidone-iodine solution, NF, 1 Gal. The Purdue Frederick Co:

(Betadine Antiseptioc). For Preoperative and Postoperative Prepping B

of Operative Site. - o ot iiceoicuiiciiaioieiasmanan
(Betadine Surgical Serub). Microbicidal  Cleaner for  Preoperative
and Postoperative Scrubbing. .. .. il ladaaacaacecocan-

‘Salicyazosulfapyridine tablets, 0.5 Gm., 500s. Brownish Yellow, Scored,

Uncoated. ( Azulfidine). Pharmaica Labs Ine. oo imcmccceioccmeas BT

Selfnlloum sulfide detergent suspension, NF 2.59%, 4 Oz. (Selsun). Abbott

Sulfamethizole tablets,’ NF 0.5 Gm.,, 1003 Scored, White (Thlosulﬁl

Forte). Ayerst Labs,, Dive_ o oo cuouie i ceao i n i BT

Sulfamethoxazole. tablets, NF, 0.5 Gm., 5005 Green, Scored. (Ga,ntanol)

Roche Labs., Div. . . oo uiia e iimmasmcammmao—mceeeao s BT
Sugisozazole tablets, UsP, 0.5 Gm 1000s. ( Gantrisin). Roche Labs., BT



8172 = COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

Antibiotics
Cephaloridine for injection, 1 Gm., 10 ml. Dry Powder, Sterile. (Loridine).

BN Lilly & Co_.______._____ T AM

Colistin sulfate, hydrocortisone acetate, neomyein sulfate, thimerosal and
thonzonium bromide suspension, otic, 5 ml. dropper-bottle. (Coly-

mycin 8 Otic). Warner-Chileott Labs., Div____.______________._____ BT

Coral.

Demecloc(vcline hydrochloride capsules, NF, 150 mg., 100s. Two-Toned
Erythromyein estolate capsules, NF, 250 mg., 100s. (Ilosone Pulvules).

Declomyecin). Lederle Labs., Div. oo o oo __ i ___ BT

l Lilly & Coo e L. BT

Erythromyecin tablets, USP, 250 mg., 100s. (Erythrocin Stearate). Abbott

Labs. oo e BT

Gentamicin sulfate cream, USP, 0.1%, (1 mg. per Gm.), 15 Gm. (Garamy-

cin). Schering Corp_ ... ... ___ TU

Geéltamicin sulfate injection, 40 mg. per ml., 2 ml. (Garamyecin). Schering
L D e e e e e ———— oo
Lincomycin hydrochloride eapsules, USP, 500 mg., 100s. Two-toned

Blue. (Lincocin). The Upjohn Co-____ ..o BT

Lincomye¢in hydrochloride injection, USP, 300 mg. per ml., 10 ml. For

intramuscular or intravenous use. (Lincoin). The Upjohn Co__________ Vi

Neomyein sulfate, hydrocortisone, and polymyxin B sulfate  suspension.
Dropper-bottle. Sterile, Otic Administred.” (Cortisporin). Burroughs
Wellcome & Co., Ine.: .

cream, 15 Gm. (Mycolog). E. R. Squibb & Sons, Inc_ . ____.___._______
Polymyxin B-bacitracin ointment, 1 oz. antibiotic. (Polysporin). Burroughs
Welleome & Co., Ine... . .. _ . o e
Polymyxin B sulfate, sterile, USP, 500,000 units (50 mg. Polymyxin
Standard), 20 ml. capacity multi-dose vial. Powder. For parenteral use.
(Aerosporin). Burroughs Wellcome & Co., Ine__-__________._ ... _____
Potagsium phenoxymethyl penicillin tablets, USP, 250 mg. (400,000
units), 100s. Scored, White. (V-Cillin K). Eli Lilly & Co________._____
Sodium cephalothin, sterile, USP. Rubber stoppered vial. Dry powder.
For parenteral use. (Keflin). Eli Lilly & Co.:
1Gm., 10 ml. e
4 Gm., 50ml_ - oo
Sodium colistimethate and dibucaine hydrochloride for injection, 150 mg.
(Coly-Mycin M). Warner-Chileott Labs., Div______________________.
Tr]%lpandomycin capsules, NF, 250 mg., 60s. (Tao). J. B. Roerig & Co.,

Zine bacitracin, neomycin sulfate, and pollymyxin B sulfate ointment.
(Neosporin). Burroughs Wellcome & Co., Inc.:

Antidiabetics

Acetohexamide tablets, NF, 500 mg., 500s. Capsule-Shaped, Scored,
Yellow. (Dymelor). Bli Lilly & Co___.___ . o.___ U
Chlorpropamide tablets, USP, 250 mg., 250s. Scored, Unocated. (Dia-
binese). Pfizer Labs., Div___._______ . . ___.________.. [
Phenformin hydrochloride capsules, 50 mg., 1000’s. Time Disintegrating.
(DBI/TD). USV Pharm. Corp. _ - ..o ool
Tolazamide tablets, USP, 250 mg. Scored, White. (Tolinase). The Upjohn
0.:

Antiemelics

BT
BT

TU
TU

VI
BT
VI -
VI
VI
BT

TU
TU

BT
BT
BT
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. Antifungals
Tolnaftate solution, USP, 1%, 10 mg. per ml 10.ml. plastlc squeeze
bottle. For dermatologlcal use only. (Tmactm) Schering Corp---.- .. BT
' Antzhzstammes

Bropheniramine maleate, phenylephrme hydrochloride, and phenyl%rop-
anolamine - hydrochloride tablets, 500s. Extended :Action, Sky Blue,
Sugar Coated. (Dimetapp Extentabs). A. H. Robins Co., Ine_____-... BT

Brompheniramine maleate tablets, NF, 12 mg., 500s. Coated Unscored
(Dimetane Extentabs). A, H. ROBINS Couy TG oo i i om e o BT

Chlorpheniramine . maleate _tablets, modiﬁed 1000s. Repeat-Action.
(Chlor-Trimeton Maleate Repetabs). Schenng Corp.: ‘.

8mmg., YelloOW oo s ot ad Sl Llemiioaan BT
12 Mg, OTANge. oo oo oo e mm oot iomomnoe s s BT
Dexbrompheniramine maleate and pseudoephedrme sulfate ‘tablets, 60s.
Sugar Coated, Sustained Action. (Drixoral). Schering Corp_ .. .----.-- BT
Dexohlorphemramlne maleate tablets, NF, 6 mg., 10003 ‘(Polaramine
Repetabs). Sehering Corp. - o cuooimoiiciiialo i i oo BT
Diphenhydramine hydrochloride capsules, USP; 50 mg. (% gr.), 1000s.
(Benadryl). Parke, Davis & Co_ ..o oo eoiaiadaaas BT
Tripelennamine hydrochloride tablets; USP, 50 mg;, 1000s. (Pyribenzam-
ine). Ciba Pharm. Co., Div_ .o i BT
- Antihypertensives

Guanethidine sulfate tablets, USP. Scored, Unooated (Ismehn) Ciba -
Phiarm. Co:, Div.:
10 mg., Yellow:

00 8 o e o e e e i mm e —— e m e a e — e L BT
100078, o e e i i e mmtma i ma e m g e e D BT

25 mg., White
0’s ____________________________________________________ BT
U0 00102 Tt SRR < S BN JUHSLSE P RPN PR SE P BT

Hydralazine hydrochloride tablets; NF,1000’s. Dry-Coated (Apresoline)
Ciba. Pharm. Co., Div.:

25mg. (ar.), Blue. - .o BT
50mg. (% gr. ), LAl S e e i e e —m e BT

. Reserpine, hydralazme hydrochlonde, and hydrochlorothlazlde tablets,

1000’s. Each tablet contains Hydralazine Hydroehloride 25 mg., Hydro-

chlorothiazide 15 mg 3 and Reserpine 0.1 mg. Salmon’ Pink. (Ser-Ap-Es)
Ciba Pharm. Co., DiV. oo ol shmmdmadiam i s oarraaman BT

Toéazollljne hydrochlorlde tablets, 25 mg., 1000’s. (Pnscolme) Ciba Pharm.

00y DAV et hmmn i fcme el L p i e s mmmm e L et

Cardio tomcs/heart prep.
Digoxin table’% USP, 0.25 mg (Yss. gr. )5 1000’s. Scored Whlte (Lanoxm)

urroughs ellcome& 0., Ine. o o i iiiaedalioaZlasiaoill
Procamamlde lBrdrochlonde Ca sules USSP, 0.25 Gm., 1000’s.: Yellow

-(Pronestyl). E. ‘R. Squibb ong, Ine. . .. il ideociciooosun BT
Qulmdlne sulfate tablets, USP White. 300 mg 250’s Coated Sustalned

Action, (Qulmdex Extentabs) A. H. Robins 0 Ine.mcwaocass SN BT

= Coronary and systemie vasodzalators

Cyclandelate capsules, 200 mg .; 100s. Capsule Size No 1, Blue, Opa,que
(Cyclospasmol). Ives Labs., Ine_ - . . . _tlilco . ciiecono BT
Cyclandelate tablets, 100 mg “ 1005 Orange-Buff, Sugar Coated (Cyclo-
- ‘spasmol). Ives Labs., Tnex - . _ o dulouuddasacnenoeinee o siimanns BT
Dipyridamole: 'oa,blets, 25 mg, IOOOS Orange, Sugar Cos,ted (Persantm)
Geigy Pharm.,; Divo . o oo . fedeioioiiwoa i Sllorioliiilodl BT
Isosorbide dlmtrate tablets, Ives Labs iy Inc i : : 2
.5 mg.; 100s. Pink. (Isordil Sublingual). el . ; ‘
-2 10.mg., 500s. Seored, White. (Isordil). . oico Lo omiimwelu v do v BT :
40 mg., - 100s.  Light ‘Green,  Scored, . Sustained Actxon (ISOl'dll
o Temblds)--_--_-_-__-__-_--a_,__-__,,--.,-__ ................




8174  COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

Isoxsuprine hydrochloride tablets, NF, 10 mg., 1000s. (Vasodilan). Mead
Johnson Labs., Div. e
Nicotinyl alcohol tablets, 150 mg., 500s. Red, Sugar-Coated, Sustained

Release, Tartrate. (Roniacol Timespan). Roche Labs., Div_ . ___.__... BT
Nitroglycerin capsules, 2.5 mg., 100s. Micro-Dialysis Cells, Sustained
. Release. (Nitrospan). USV Pharm. Corp. - oo immccanann BT

N)El;idrin hydrochloride tablets, N¥, 6 mg., 1000s. (Arlidin). USV Pharm. BT

O P e e e e e e e m e mmmmm i m—mmmmm——mmmemmmm— e

Papaverine hydrochloride capsules, 150 mg., 1000s. Long Acting, Brown
and White. (Pavabid Plateau). Marion Labs., Ine____ ... ... ._._. BT

Pentaerythritol tetranitrate tablets, 80 mg., 1000s. Sustained Action.
(Peritrate-SA). Warner-Chilcott Labs., Div____.___________ e eemem BT

Pentaerythritol tetranitrate tablets, I\fF, 1000s. (Peritrate). Warner-
Chileott Labs., Div.:

10 Mg o e e emmmmm e ————————— BT
20 M o e e e e e d e mmm— e —————— BT
Diuretics
Acetazolamide capsules, 500 mg., 100s. Orange, Soft Shell, Sustained
Release. (Diamox Sequels). Lederle Labs., Div. oo BT
Acetazolamide tablets, USP, 250 mg., 1000s. Scored, White. (Diamox).
Lederle Labs., Divo o vt oo oo e dmsim e e BT
Chlorothiazide tablets, NF, 0.5 Gm., 1000s. Scored, White. (Diuril).
Merck Sharp & Dohme, Div.. . iiomeeo e BT

Chlorthalidone tablets, USP, 100 mg. Scored, White. (Hygroton). Geigy
Pharm., Div.:
10078 e e o e e et e m i ——— BT
100078 e et et cc e ee—emcmammmm e BT
Furosemide injection, 10 mg. per ml, 2 ml. (Lasix). Hoechst Pharm. Co., AM

Pharm. Co., Ine. - oo oo BT
Meralluride injection, USP, 2 ml. Ampul, 100s. For intramuscular, intra-
venous or subcutaneous use. (Mercuhydrin Sodium). Lakeside Labs.,

TDC e e e e e e e mmmmmm———— e BX
v Hormone/steriod
Betamethasone valerate cream, 0.1%. (Valisone). Schering Corp:
G e mmmm e mmmmm——mim e mm——————— TU
A5 GIM e o o o oo e e e e e e m i —mm—m e m o m e TU
Chlorotrianisene capsules, NF, 12 mg. (34 gr.), 500s. Soft Gelatin, Green.
(Tace). The Wm. 8. Merrell Co., Div_ ______ o _.ea-. BT

Estrogenic substances, conjugated, for injection, (Equine) Powder, 20 mg.
Secule, with 5 ml. Vial of Sterile Diluent. For Intravenous use. (Pre-

marin). Ayerst Labs., Div_ . ..o PG
Estro%enic substances, conjugated, tablets, (Equine), 1.25 mg., 100’s.
Yellow. (Premarin). Ayerst. Labs., Div____ o oeancnnan- BT

FltImcinolone acetonide cream. For topical use. (Synalar). Syntex Labs.,
ne.:

0.01 percent, 45 Gm__._..___._ e i mmmmimmmmemmmmamm———aho—a TU
0.025 percent: :
15 G e —— e TU
: A28 Gl o o e e e e e e e e ———mmm—mmm JR
Flurandrenolide cream, NF, For topical use. (Cordran). Eli Lilly & Co.:
0.025 percent, 60 Gm. (Half Strength)_ - . TU
0.05 percent:
18 Gl o o e e o e e e m i —————— e TU
B0 G e e TU
225 Gm.__.... e e e e e e et mmm e ——————————— JR

Hydrocortisone sodium succinate for injection, USP, 100 mg., Sterile,
:2 ml. Powder and Sterile Water in separate compartments of vial. For
“intravenous and intramuscular use. (Solu-Cortef, Mix-O-Vial). The
UPjOhn €0 - oo oG eeeeCimee e eieiiecniieas .
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Methandrostenolone “tablets, 5 mg .,"* Greenish-Blue, © Round, Scored.
(Dlana,bol) Ciba Pharm. Co., Div: e g
100’s. .. _--_-_--__-_---_--_‘-.’-----------.»-.’_‘ _____________ BT
1, 000’5 _______________________________________________________ BT
Methylprednlsolone acetate suspension, sterile, NF, 40 mg. per ml 5 ml.
For intramuscular, intrasynovial, soft tissue m]ectlon, and 1ntrarectal
use only, (Depo-Medrol). The UpJohn Coo e e VI
Methylprednisolone sodium . succinate for injection, NF, Powder. For
intravenous or intramuscular use. (Solu~-Medrol, Mlx-O-Vlal) The

Upjohn Co:
40 mg., 1 ml, Sterile ‘Water in Separate Compartment of Vial__.__ - VI
125 'mg., 2 ml. Sterile Water in Separate Compartment of Vial: .___ VI
Methylprednisolone tablets, NF, 4 mg. (345 gr.), 500s. Scored, White.
(Medrol). The Upjohn Cow oo oo it e e BT

Triamecinolone acetomde cream, USP, 0.1 percent For dermatologic use
only (Kenalog) E. R. Squibb & Sons, Ine.:

}5 Lb___________--_--_--_______-__-_-----__-___--__,_-_--__‘_.‘_- JR
Psychotherapeutic agents
Acetophenazme maleate tablets, NF, 20 mg., 1000’s. (Tindal). Schenng ‘BT

‘Cor
Chlordmzepoxlde hydrochloride capsules, NF, 500%s. (Librium). Roche
Labs., Div.:

5 mg., Green and Yellow_..___.____. e e - BT »
10 mg., Green and Black_________._______.._ e cmmlie il BT
+:26 mg., Green and White____.____ . __ ..o il _ion BT

Chlordlazepo:nde hydrochloride for mJectlon, NF, 100 mg., 10’s. Duplex
package consisting of 5 ml. ampul dry powder and 2 ml. ampul of dilu-
ent. For intramuscular or intravenous. use. (Librium Ampul). Roche
Labs., Dive o o e e e BX
ChIl‘orl})rolil)nxene tablets, NF, 500’s Round-Convex. (Taractan). Roche
abs.,

© 25 mg., Light Beige_ .. oo BT

50 mg., JIC’Iedlum Belge . oo i BT

100 mg., Dark Beige. . o e BT
Desipramine hydrochlonde capsules, NF, 25 mg., 1000’s. Pink. (Pertofrane).

‘Geigy Pharm,, Div.. ..o e BT

Desipramine hydrochloride tablets, NF, 1000’s. Biconvex, Round. (Nor-
*  pramin). Lakeside Labs, Inc.: . _
25 mg., Lemon-Yellow_ _ . _ ... .. . . o Ciieiiceeo_.lo_._..2 BT
50 mg,, Light Green_ . __ ... .. . . . . .. _l._ BT
Diagzepam injection, NF, 5 mg. per ml., 2 ml. Ampul, 10’s. (Valium). Roche
Labs., DiVoC o e e i i dh e e e e i e ;e o BX

Diazepam tablets, NF, 500’s. (Valium) Roche Labs., Div: .
2 mg. (1730 gr), White il SRR BT
5 mg. (1/12 gr.), Yellow e e e e i e BT
10 mg. (1/6-gr.), Blue. .. oot i i e BT
Fluphena,zme enanthate injection, NF, 25 mg. per ml 5 ml, (Prolixin |
Enanthate). E. R. Squibb & Sons, Ine. .. ____:____ . __i_ __________ BT

Fluphenazme hydrochloride t&blets, NF 500’s: Sugar Coated. (Prolixin):
E. R. 8quibb & Sons, Inc:

‘2.5 mg., Yellow___ .. ___.____._.. e e BT

5 mg., Light Green.. .. _._ .o oo iie ol iiiielllllilli_ BT
Haloperidol solution, NF, 2 mg. per ml 120 ml Colorless, Unﬂavored

For oral use, (Haldol). MoNetl Labse Tac... oo ooer oo o oree: BT

Haloperidol tablets. Scored. (Haldol). McNell Labs., Inc:
1 mg., Yellow:

20007 . e e BT
B,0007s. el BT
2 mg., Pink
L 000 S . o i e i e e e BT
5,000%8 . it BT
5 mg., Green
L0007 - - e BT
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Hydroxyzine hydrochlorlde injection, NF, 50 mg. per ml., 10 ml: (Atarax).

J. B. Roerig& Co., Div. .. o o i Vi
Hydroxyzine hydrochlorlde tablets, NF, 25 mg., 500s. Coated, Green.
(Atarax). J. B. Roerig & Co., DiV. _ ..o cccc e e BT
Hydroxyzine pamoate capsules, NF 500s. (sztarll) Pfizer Labs., Div.:
B0 g e ie e mmemmm i - BT
100 I8 o o e e e e BT

Imipramine hydrochloride tablets, USP. Coated, Coral, Round. (To-
fra2ml) Gexgy Pharm., Div

10078 e iie e iemmmmeaaini BT

1,000%s_ I BT

5,000’8 _ o eeiiieicmmccemcammimmaieiceninin. BT

50mg., 1,000%s _ e e BT
Meprobamate capsules, 400 mg., 100s. Sustained-Release. (Meprospan).

Wallace Pharm., Div._ .. e e BT

Methylphenidate hydrochlorlde tablets, NF, 1000s. Uncoated. (Ritalin)..
Ciba Pharm. Co., Div.:

10 mg., Pale Green. ...l il BT
20mg., Peach. . ..o e e BT
Nortriptyli ine hydrochloride capsules, NF, 500s. Yellow and White.
(Aventyl HCL Pulvules). Eli Lilly & Co.:
10 Mg e BT
2D Mg i ia e iimemmmmaamo il BT
rlla‘ enazine solution, 16 mg. per 5 ml., 120 ml. with dropper. Oral
rilafon Concentrate). Schering Corp. . ..o oo oo .. BT
Perphenazme tablets. (Trilafon). Schering Corp.:
21mg., 500’S. o e BT
LD 1 7 S U SR
500’8 - e m oo ee BT
5,000%8 _ L e CcX
8 mg.
50078 e e da s BT
5,000%8 - - _ e e CX
16 mg.:
500(;5; ____________________________________________________ BT
Phenelzme sulfate tablets, 15 mg., 100s. (Nardil). Warner-Chilcott Labs.,
BV e e e o e b — e o m e
Thlothlxene capsules, 1000s. (Navane). J. B. Roerig and Co., D1v BT
M el i
5 IO e ———— BT
10 Mg e e m BT
Sedative/hypnotics

Chloral hydrate capsules, USP, 500 mg., (714 gr. ), 100s. Unimatic (100 to-
Strip Pack), each md1v1dually sealed. (Noctec). B. R. Squibb & Sons, Inc. CT

Etgtlz)lll)lorvyn(l))l capsules, NF, 500 mg., 100s. Soft Gelatm, Red. (Placidyl).
ott Labs

Di
Methyprylon capsules, 300 mg., 500s. Amethyst and White. (Noludar).’
Roche Labs., Div__ el
Primidone tablets, USP, 0.25 Gm., 1000s. (Mysoline). Ayerst Labs., Div__.. BT
Sedium dlphenylhydantom capsules, USP, 0.1 Gm. (114 gr.), 1000s. White
Capsule with Orange Band. (Dilantin). Parke, Davis & Co_._____._... BT

Skeletal muscle relaxants
Carisoprodol tablets, 350 mg., 100s:

Sugar Coated, Pink. (Rela). Schering Corp... .. __._______________ BT

Uncoated, White. (Soma-350). Wallace Pharm., Div_______________ BT
Carisoprodol, ‘caffeine and phenacetin tablets, 100s. Orange, Uncoated

(Soma Compound) Wallace Pharm., Div____________._.___.____—___ BT

Chéorphene31n carbamate tablets, 400 mg., 500s. (Maolate). The Upjohn BT
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Chlorzoxazone and acetaminophen tablets, 500s. Each tablet contains
Acetaminophen: 250 mg., Chlorzoxazone 300 mg. Light Green, Scored.

(Parafon Forte): Mc¢Neil Labs., Inc__f .............................. BT
Methocarbamol tablets; NF, 500s. A < H. Robms Co., Inc.:

*..500 mg. (Robaxm) _____________________________________________ BT

750 mg. (RObAXIN=T50) oo o s il iil s il be il BT

Orphenadrine citrate, aspirin, caffeine and phenacetm tablets, 500s. Each
compressed three-layer tablet colored green, white, and yellow contains
Aspirin 225 mg., Phenacetin 160 mg., Caffeine 30 mg., and Orphenadrine _ -
Citrate 25 mg. (Norgesic). Riker Labs_ ... .. o oo . l___.oono BT

Ori)‘henadrme citrate tablets, 100 mg;, 50s. Tlmed White. (Norflex). Riker

Succlmylchohne chloride, sterile, USP, 1000 mg Powder. (Anectme, “Flo-
Pack’). Burroughs Wellcome& Co., Ineoooaaocolooooodccocioaas BT

Sugars -
None.
Urinary tract

Methenamme hxppurate tablets, 1 gm., 5005 yellow. (Hiprex). Ricker

M%henamme mandelate oral suspensmn, USP. Wamer-Chllcott Labs.,
iv:
50 mg. per ml., 1 Pt. (Mandelamine)_.__..________. . .. ... __ BT
100 mg. per ml 8 Oz. (Mandelamine Suspenswn Forte) _._ ... me- BT
Methanamine mandelate tablets, USP, Entenc coated. (Mandelamine).
Warner-Chilcott Labs. G
0. 5 Gm. (500 mg.), hocolate, 1000's. .o .. mmimiiewiinerw-o BT
1 Gm (1000 mg.), Purple: . : .

....................................................

100
Nalidixio acld tablets, 500.mg., 1000s. (Neggram Caplets) Winthrop -
Labs., Div. o e i dmwm i b e o s e e cmm e s cvzn-BT
Nltrofurantom capsules, 1000s. (Macrodantin). Eaton Labs., DlV o

100 T . i m o m S e cmcme e m e mmmmm e mm e mm e m e e o BT
Phenazopyndme h drochloride tablets, 0 1 gm., 1000s. (Pyridium).
Warner-Chilcott Labs., Div. ..o o o i i i iiiiianioa BT
Vasoconstrictors
Levarterenol bitartrate m]ect.lon, USP “1:1000-(0. 2%), 4 ml Ampul, 10s.
(Levophed). Winthrop Labs., Div__oi_ oo L iliioooonomanian ---- BX
’ Anticoayulants
None.

Senator NerLsoN. When you select by a brand name, do you look
at the literature to find out whether there are other therapeutic
agents which do the same thing and, if so, which one is the most
economical to purchase?

Dr. WeLLs. This is a problem back in the hands of our profes-
sional people and referred back to the hospital committee, or comes -
into central office for review. But I wouldn’t want to stick our
pharmacists and supply people with this answer, because this really
comes back to our professional services.

Mr. StaTier. Senator, if an item is put into the supply, central
Erocurement depot “system, and ‘as you say brand name, 1t is only

ecause we are able” to achieve a much more favorable price by
. negotiation for ‘depot stocking of this item. It is already being
procured because therapeutlc commlttees have standardized it and



8178 COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

it is being prescribed by physicians. The reason it is in our depot
system is because we are getting a more favorable price through that
channel, rather buying it on the open market under the Federal
supply contract or from the manufacturer itself, so considerable
savings is achieved.

Senator NeLson. For the exact formulation of that?

Mr. Statier. For that particular formulation, right. Let’s say
Darvon. If they want Darvon and continue to prescribe it, if the best
price we can get is to negotiate with the manufacturer and depot
stock this, then the very fact we have to continue furnishing Darvon,
the best thing to do is get the best possible price through our depot
system, so we are able to achieve significant savings in that manner.

Senator Nerson. How do you know you achieve a saving if you
selected a brand name for which there is no competitor?

Mr. StaTLEr. Because we know what the market price is, what it
is to the outside pharmacists, what it is to other hospitals.

Senator Nerson. But all you are able to say about that is that you
get a price more favorable than the wholesaler ¢

Mr. WarrworTH. Sometimes, yes, sir. Very often.

Senator NrLson. But you don’t know whether that is a fair price.
All you know is that it is a somewhat better price than somebody
else is paying.

Mr. Warrworra. Relatively, sir, we know that it is a very good
price.

Senator NeLsoN. We have had many examples, you know—and I am
sure you are familiar with this—where the retail price of a brand
name has been 10, 20, 30 times higher than the bid price a company
will make to DOD or some other agency because then they have to com-
pete; whereas in the retail market place, if they have a well-known
brand name, they aren’t really competing. The doctors are writing
that brand name. So they can charge some astonishing prices but
when they move to compete on a bid we find them dropping the price
to one-tenth or one-twentieth.

Mr. WaITWORTH. Sometimes a great deal more than that.

Senator NrrLson. Sometimes more than that. So you really don’t
know, do you, that it is a particularly good price if you just find
out that it is better than the wholesaler is getting?

Mr. Warrworra. Of course, we are making quantity buys that
most wholesalers do not make and the companies will give us a better
price because of these quantity buys. Very often the larger the
quantity the better the price.

-Senator NrLsox. GAO’s comment about that is:

Without effective competition it is a question of the Government assur-
ing itself that prices being obtained are fair and reasonable under negotiated
procurements. :

- We had some astonishing cases of AID paying 2,000, 10,000, and
12,000 percent over the world market price on a particular drug
because it was a sole source procurement. So what I am getting at
is—if you have several drugs or molecular modifications of the same
drug and if the therapeutic value of each is found to be the same,
do you then evaluate the costs between the two therapeutic agents
or are you ordering it simply because the formulary committee at the
local level says we want this particular drug with this brand name?
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Mr. WarrwortH. We depend on the therapeutics committee to select
the drugs that are to be stocked, sir, and we make no professional
judgments. v ‘

Dr. WeLLs. They make no professional judgments, we do—I mean
the purchasing staff doesn’t. ; '

Now, Dr. Haber, you wanted to add something.

Dr. Hager. I would like to point out a function of these thera-
peutics committees at the local level. They exercise a parsimony, if

ou will, of additional drugs to their formulary because they have to
ive within a budget. The local station people recognize when they
meet that if they prescribe more effective drugs, this has the effect of
reducing the amount of therapy that they can administer to our
veteran patients. They can’t regard this as an open-ended procedure
under which they can introduce new drugs ad infinitum without
regard to the expense. So there is a very disciplined effort there, and
the whole structure of these therapeutic committees is to match the
greatest therapeutic effectiveness with the greatest economy, and this
18 under surveillance of the central office committee which has the
same discipline in effect. ‘

Senator NeLson. Well, I still don’t know how that would be done
at the local level. If you have a selection of drugs that all have the
same alleged therapeutic effect and all have passed the same
standards, but there is a great variety in their price, and’then the
doctors at the local level simply believe that a particular brand name
is much better though it costs much more, how do you handle that?

Dr. Haggr. Sir, this is not in accordance with our procedures. You
see, the people who are on the therapeutics committee include the
pharmacist, and the chief of staff in the station who are intensely
aware of the cost of drugs and part of the substantiation for new
drug requests that Dr. Wells mentioned relates to the cost. If a
physician at a hospital, the chief of the gastroenterology service, let’s
say, is suddenly made aware of a new antibiotic, for amebiasis, say,
or something of that condition, he sends his submission to the Thera-
peutics Agents Review Committee, supports the use of this drug on a
comparative basis with other known effective agents and usually
such substantiation must include the cost of the drug. The thera-
peutics committee at the local level then is faced with a choice of
adopting this drug if it appears to be so much more effective and if
it is more effective, they must recognize this will inhibit their ability
to purchase other drugs. So they have a builtin mechanism for
practicing economy in addition to their major effect which would be
to see that therapeutic effectiveness is beyond question.

Senator Nrrson. I realize that formularies and therapeutics com-
mittees are relatively new as a practice, and there can be lots of
argument about it, but one of the problems that bothers me is, for
example, the fixed combination anti-infectives. All the experts that I
know of in the United States said that they were ineffective as fixed
combinations even before 1957; 13 years ago. All the experts in the
country said this and knew this and it was true of your own experts
in the VA, Department of Defense, in private practice, in teaching
hospitals and all the pharmacologists and clinicians all.agree. It was
so universal that a major editorial was run in the American Medical
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Association signed by 10 or 11 distinguished clinicians, including
Dr. Harry Dowling, and Dr. Maxwell Finland.

Despite that, all these formularies which are supposed to be based
on scientific knowledge, included these fixed combination antibiotics.

If you are planning a rational scientific method to your selection,
how do you explain that, and if that can’t be explained, how do
‘we have some assurances that, in fact, these therapeutics committees
are using the best available scientific knowled%le since a year ago
they were violating all of the best scientific methods we know of to
date in this country?

Dr. Werrs. I would like to approach the answer to that, Mr.
Chairman, strictly on an historical basis. I think your history is
correct. I think that we have done many things that were question-
able and some of them quite incorrect in medicine. As time goes
on we corrected these. I would be surprised if we are not doing many
things now that are incorrect that we know not of. We will learn
about them, and try to correct them as best we can later.

Beginning in 1946, in VA, we did establish this type of committee
just to try to prevent as far as we humanly could this type of
recurring error or at least to identify it as early as possible and
make the corrections. But in the last analysis the whole practice of
medicine is not really a totally scientific matter, but is in part an
art of practice and there are many things that we do that do require
correction. ’

I wish we had some way of anticipating those and also of acting
on them more expeditiously and perhaps more totally at any point
in time. But I think really what you are recounting there is a
rather unusual type of thing over the entire history of the practice
of medicine in the world.

I think it can be safely said that it was the middle of the first
half of this century before a patient going to a physician had an
even break as to whether he would come out better or worse. Now,
we are gradually improving this situation and hopefully it will be
much better in the next generation. But I think we have to face
the fact that historically we have done things like going on with
Panalba and other things for years and not be able to correct our
fault until it was really quite late in the day.

Senator NersoN. But the problem of fixed combination anti-

infectives wasn’t an issue in dispute among the experts. They were
in agreement, whether they were right or wrong, or are even now right
or wrong. They were all in agreement for at least 5 years—and
your own experts would say that. So far as I know, there is no
dispute over the issue. When they finally got the Kefauver bill
in 1962 and finally put together the NAS-NRC panels, that is
what they came up with. They just reaffirmed what the best people
in medicine had known for years and years.
- So all T am saying is how come, then, that if that were the agreed-
upon fact without dispute in the whole profession, these fixed
combinations continued to be in the formulary. Mysteclin F and
Panalba were still in there a year ago.

Dr. Wews. I think what you say 1s very true, but it is also quite
characteristic of the practice of medicine that it simply does not
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respond at any point in time to the consensus of its experts. We
deal with a very large number of individuals, with individual notions
about the practice of medicine. At this point in time we are not
really prepared to tell them we are absolutely certain we are right
and they are wrong. So we encounter these problems that require
a very carefully made judgmental decision on the part of the
physician who indeed has the responsibilities at the local level.
enator NeLson. His responsibility is first to ‘his patient.
Dr. WeLis. Right. g , ' ,
- Senator NerLson. And therefore he ought to be applying the best
knowledge available. ,
Dr. WeLLs. But known to whom? Known to many? ’
Senator NEewLson. No. Known to the profession, since at least
~ within a hospital that is run by the Government we don’t need to
subsidize bad medical practice. ! " : »'
+Dr. Werzs. I agree but again I think you enunciate our basic
problem of education and evolution. We have to educate these people
over a long period of time, and we have to be forebearant in the
evolution of the practice. ' :
Senator NerLson. Well, I guess we went through that before. It
would seem to me in any event, and I will conclude arguing with
you about it, if you have a position that is universally held
by all the experts in the field then somebody who is not an expert
shouldn’t be permitted, at least in a Government hospital, to over-
ride the experts. You say to him, “Sir, all the medical experts in
this country say this. You have a contrary position. You bring to
us the controlled clinical ‘studies or the evidence that overrides the
position of the experts and we will accept the drug that you are
using.” All you have to do is to apply the rule of reason and science
to the doctor. If you can’t do it, you shouldn’t permit the drug in
your hospital and the taxpayers shouldn’t fund it and the patients
shouldn’t have to suffer through it either. : . E
‘Dr. Wenis. I would have to say that at this point in time, I

would simply not be prepared to make that kind of recommendation

to the Administrator of Veterans’ Affairs which would mean that
we would indeed be administering the practice of medicine from
Washington. I doubt the expediency, the value, the ultimate worth
of that judgment at this point in time. O :
-+ Senator Nrrson:. All right. Go ahead. =~ T

Dr. WeLrs. In reference to the 18 items under special study and
beginning at the top of page 6, we anticipate issuing invitations for
bid on these items in a few weeks. Our experience with these 13
items will determine how we proceed with the remainder. We have
also directed that a continuous review be made for all items procured
on a non-competitive basis to determine if there are potential com-
petitors who can meet our requirements. I must emphasize, however,
that this does not mean that we, in any way, are cutting our
quality standards. We recognize that the area of quality standards
employed in the manufacture and control of drugs is in some
instances a matter of subjective judgment. We intend to do the best
we can. We plan additional training for our plant inspectors. We
likewise will use the facilities of other Federal agencies insofar as

59-581 0—71—pt. 20——15
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f%asible. to augment our own efforts and to reduce duplication of
effort.

In recent testimony before this subcommittee it was recommended
that the Food and Drug Administration assume the responsibilities
now discharged by the procuring agencies for plant inspection and
quality control surveillance. The Veterans’ Administration would
favor such action, provided that such inspections were conducted in
a timely and comprehensive manner relating to our procurement
requirements, and provided that sufficient data to support our deter-
minations on responsibility of bidders is made available to us. At
present, detailed inspection reports of the Food and Drug Adminis-
tration on specific manufacturers’ facilities where products are manu-

. factured for us under contract are not made available to us. Federal
Procurement Regulations, subpart 1-14, place the responsibility for
inspection and acceptance of supplies, including drugs, upon the
contracting agency. We have extensively used the facilities of Federal
inspection services such as those provided by the Department of
Agriculture, Department of Defense, National Bureau of Standards,
Department of Interior, when those agencies performing these
services for us provide us with sufficient information to assure that
we are discharging our responsibilities. There are ne statutory ex-
emptions from the requirement that Government procurement
agencies must assure themselves by such means as inspection that
the product being procured meets essential Government require-
ments, even though the industry may be operated under controls of
a Federal regulatory agency. :

It was also brought out in reeent testimony that there was a need
for greater cooperation and exchange of information among the
Federal agencies engaged in drug procurement, quality control and
product safety. The Veterans’ Administration had exchanged infor-
mation with Defense Supply Agency on vendors, plant inspections,
pricing and quality control data on a widespread basis. Recently this
exchange had been limited to pricing and market data and to adverse
findings as the result of plant inspections. We also report to the
Food and Drug Administration adverse drug reaction information.
All the Federal agencies having an interest in drug procurement,
regulation and control are members of the Intra-Governmental
Professional Advisory Council for Drugs and Devices. We have
asked that council to immediately request its member agencies to
expand their exchange of information and to study and develop
means for broadening and improving this exchange. I have been
informed that both actions have been initiated.

We previously reported that a substantial number of the drugs
used in our medical care program are available only from one source
because of patents. These drugs account for about 80 percent of our
dollars. It was suggested that the Federal Government can use a
patent without the permission of the patent holder and without
subjecting itself to damages for such use. While it is true that the
Government cannot be held liable for a patent infringement as such,
it is not held free from any financial liability to the patent holder.
Title 28 USC 1498 provides that such a patent holder may bring suit
in the U.S. Court of Claims for remuneration for the use of his
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patent by the Government. At least one such suit is currently pending
in the Court of Claims involving the Veterans’ Administration pur-
chase of the drug meprobamate. In addition to the questions of
suits for the use of patents, there are several other major policy ques-
tions to be considered if a drug is to be procured from foreign
sources. In any procurement action we are governed by statutes and
regulations and national policy regarding balance-of payments, the
Buy American Act, special assistance to economically depressed
areas. It is difficult to arrive at a rational judgment as to when to
purchase drugs from someone other than the patent holder and
especially from foreign sources when weighing these considerations
against purchase cost alone. As we mentioned previously, even though
a product is marketed from foreign sources at a significant price
differential, we are still not free to procure it unless the Food and
Drug Administration has approved an effective New Drug Applica-
tion for its importation into and use in this country. Title 21, Code of
Federal Regulations 130 extends this requirement to Federal agencies
as well as to individuals and organizations. :
- T believe the actions we have. described today will bring about a
continuing, long-range improvement in the selection process of those
drugs we include in our hoespital formularies and which we purchase.
It could result in some economies in drug procurement; it should
result in assuring that our policy of rational drug selection and use
is carefully and thoughtfully followed. As the Administrator of
Veterans’ Affairs testified to this subcommittee on August 11, 1970,
this subject is both complex and complicated, and one in which there
is continual controversy. We do not feel that the physicians practic-
ing in and for the Veterans’ Administration have a callous and
cavalier attitude toward the cost of drugs prescribed and purchased
from public funds. We do not believe cost is the primary factor in
selecting the drug of choice, nor do we believe it should or can be.
The physician, in- selecting the drug for treatment of his patient;
chooses: the one which he considers the most effective. In making
his choice, he is confronted with a large number of drugs, for which
there are sometimes conflicting claims, a division of opinion amon
the experts, contradictions between his own clinical experience ang
judgment and the reported controlled test results. You may be inter-
ested to know that Veterans’ Administration facilities have estab-
lished policies restricting detailing activities of pharmaceutical rep-
resentatives. Generally, these policies prohibit indiscriminate detail-
ing and sampling of physicians. Provisions are made for appoint-
ments between physicians and representatives where specific informa-
tion is desired. SN : P
. We are very much interested in the forthcoming publication by the
American Medical Association of a drug compendium. We feel
much: greater efforts along this line are needed to assist the physician
in his selection of drugs. We believe that while some data are now
available from some publications; there is not-always a sufficiently
broad consensus to persuade the physician that his choice is clear.
One of the National Academy of Science/National Research Council
panelists testified before this subcommittee that the black and white
of expert testimony with respect to drug effectiveness is simply not
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that clear. Another panelist agreed and brought out that many of the
decisions of NAS-NRC panels represented majority views rather
than unanimous decisions. This, in our opinion, may account for the
continued use of drugs which have been classified by FDA, at some
point, as other than effective for all indications claimed. In examin-
ing our position in the Veterans’ Administration, a specific example
illustrates the reason for such choices. The question has previously
been raised about the value of chlordiazepoxide compared with bar-
biturates. We talked about this at our last hearings. Although quite
disparate in cost, some experts share the view that they are equally
effective and free from adverse side effects. Other experts, including
those in the Veterans’ Administration who had done very extensive
clinical evaluations, disagree that they are equally desirable alterna-
tive drugs of choice for all manifestations. I also believe that the three
panelists from the NAS-NRC panel on psychiatric drugs testified
before your subcommittee that there were conditions in which either
drug was a suitable drug of choice, but there were other conditions,
notably moderate to severe psychosis or long-term therapy require-
ments in which they do not agree that barbiturates were comparable
to chlordiazepoxide in therapeutic effect or safety. In this Agency,
both barbiturates and chlordiazepoxide are used in our psychiatric
program.

In conclusion we feel the problem is one that can best be solved
by education and by a meaningful and timely flow of information to
the prescribing physician. We cannot reasonably expect our physici-
ans to base their medical decisions on the opinions of one expert or
one publication or to reasonably choose between the divergent
opinions of several experts without a sufficient battery of information
to support their decisions. Compendia, digests of drug information
and probably some educational programs not now in existence offer,
in our opinion, greater hope for improvement than formularies com-
piled in Washington, often remote from the actual practice of medi-
cine, if such formularies propose to restrict the availability of drugs
contrary to the expert and enlightened opinion of the physician who
has the actual responsibility for the health of the patient. It is our
job to see that his opinion is an enlightened one, not to direct his
selection of drugs for his patient, but rather to see that he makes
an informed and knowledgeable choice and that he has readily avail-
able to him data on which to base this choice. We feel that such an
approach will enhance rational prescribing more effectively than .
one which proposed to regulate judgment. We reaffirm our policy
that the administrative process does not dictate the selection of drugs
which will be prescribed and dispensed in our Veterans’ Administra-
tion hospitals and clinics. We recognize that our own system for
assisting our physicians in rational choices can be improved. We
believe the deficiencies which exist in our system in this respect,
are the same deficiencies found in the entire Nation’s health care
system. We have a problem in which the dissemination of informa-
tion is not keeping pace with the need for that information. Perhaps
the efforts of this subcommittee, in focusing attention on this. prob-
lem, will stimulate more intensive efforts and speed up needed
improvement. ‘ :
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Mr. Chairman, this concludes my statement. We W1ll be happy to
" continue with members of the ‘panel here.

Senator Nurson. After you have negotiated a contract have you
ever asked the General Accounting Office to examine the company’s
production costs so’that you can find out Whether or not the prlce ,
you paid was a fair price?

Dr. Weris. No. The answer is no.

Mr. Warrworta. No, we have not.

Senator NensoN. Why not ?

Mr. Warrworrs. Well, as Mr. Staats testlﬁed they don’t have to
be asked. They can come in and do it at their own instance. *

Senator Nersoy. If I understand Mr. Staats correctly, since: the
law authorized the GAO to examine cost in a contract that you have
negotiated, even if they haven’t initiated on their own, why hadn’t
you requested them to do that so you could ﬁnd out whether or not -

" you were paying & fair price?

Dr. Werrs. That sounds like a-good idea to me, Senator Nelson.
I really don’t know. If our prociirement people don’t, I am sure I
~don’t, why we haven’t literally sought this type of review. GAO does
review a lot of procurement practices and certainly contract practices,
but I don’t know about this.

Senator NewLsoN. You are buying repeatedly, year after year, on
a negotiated basis, as are other agencles, and the law authorizes GAQO
to go in and examine the company’s production costs. It seems to me
that it would be an obligation for you to request this.

Mr. WarrworTa. The fact remains, Senator, that I have behind me
the manager of our marketing center in Chicago and he tells me
we have never done so.

Senator Nerson. Well, do you intend to consider doing so?

Dr. Weres. I think we should explore this as one possible avenue
to shore up our purchasing techniques and contract compliance, yes.

Senator NrLson. As one further method of checking reasonableness
of your negotiated contracts, do you check the prices in the foreign
countries for the same product sold by either our own or by foreign
countries ?

Mr. WarrworTH. You mean the prices of American manufacturers’
products sold in foreign countries?

Senator Nrrson. Either one. ‘ :
Mr. WarrwortH. We do our best to-get the mformatlon from
domestic companies. I think we asked 48 companies in the last—since
the hearings in August to give us the foreign prices. Three only

gave us those prices. .

Senator Nersox. Three? You asked them in August?

Mr. Warrworta, After the hearings in August. It was between
September and the middle of October.

Now, as far as the foreign drug prices are concerned, we do have
a number of catalogs from foreign drug manufacturers that we can
make spotty comparisons, sir. But we have not made any or been
able to make any organized comparison except in the Canadian
market, and since the last hearings we have made rather an extensive
comparison of Canadian prices versus our own and we are in a better
position most of the time. We have a better price. But that is the
Canadian market.
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Now, we asked 48 firms; 28 did not reply. Twelve don’t sell their
products on the foreign market. Eight -didn’t give us a definitive
price. One firm dealt in bulk sales only. We received price lists from
three firms. ; ‘ :

Senator NeLson. Twenty-three didn’t reply at all?

Mr. WarrworrH. No reply at all. ,

Senator Nerson. Well, I hope that you would consider having the
GAO examine the costs of negotiated contracts. If I understand
the law correctly, it has to be done after the contract is negotiated,
but in any event, that would inform you for future negotiations.

Mr. WarrwortH. Well, Senator, we will consider that, yes, sir.

Senator NeLson. Thank you very much. :

We will meet in this same room tomorrow at 10 o’clock and the
witness will be the Department of Defense.

Thank you very much, gentlemen.

(Whereupon, at 12:20 p.m., the Subcommittee on Monopoly of the
Select Committee on Small Business adjourned, to reconvene the
following morning at 10 a.m., Wednesday, February 8, 1971.)
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(Present Status of Competition in the Pharmaceutical
‘ Industry) ‘

.. WEDNESDAY, FEBRUARY 3, 1971

U.S: SENATE,
SUBCOMMITTEE 0X MONOPOLY OF THE
Serecr CoMMITTEE ON SMarL BUSINESS,
Washington, D.C.

The subcommittee met, pursuant to recess, at 10:12 a.m., in room
1818, New Senate Office Building, Senator Gaylord Nelson (chair-
man of the subcommittee) presiding. B :

Present: Senator Nelson. o

Also present: Benjamin Gordon, staff economist; Elaine C. Dye,
clerical assistant; and Keith A. Jones, minority counsel. :

Senator NersoN. Our witness today is Brig. Gen. George J. Hayes,
Medical Corps, U.S. Army, Principal Deputy Assistant éecretary of
Defense (Health and Environment).

General, the committee is pleased to have you here this morning.
Your statement will be printed in full in the record. You may
present it however you wish and if your associates wish to comment,
they may feel free to do so, but should identify themselves for the
reporter so the record will be clear. ‘

Please proceed, General. = -

(8187)
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STATEMENT OF BRIG. GEN. GEORGE J. HAYES, MEDICAL CORPS, U.S.
ARMY, PRINCIPAL DEPUTY ASSISTANT SECRETARY OF DEFENSE
(HEALTH AND ENVIRONMENT); ACCOMPANIED BY COL. M. E.
McCABE, MC, USA, OFFICE OF THE SURGEON GENERAL, DEPART-
MENT OF THE ARMY ; CAPT. L. M. FOX, MC, USN, CHIEF, MEDICAL
SERVICE, NAVAL HOSPITAL, BETHESDA, MD.,, AND CHAIRMAN,
PHARMACY AND THERAPEUTIC DRUG COMMITTEE; COL. E. J.
CLARK, MC, USAF, OFFICE OF THE SURGEON GENERAL, DEPART-
MENT OF THE AIR FORCE; CAPT. R. F. C. MacPHERSON, MC, USN,
DIRECTOR OF MEDICAL MATERIEL, DEFENSE PERSONNEL SUP-
PORT CENTER; COL. A. J. SNYDER, MSC, USA, CHIEF, DIVISION OF
MEDICAL MATERIEL, DIRECTORATE OF PROCUREMENT AND PRO-
DUCTION, DEFENSE PERSONNEL SUPPORT CENTER; AND MAX
FEINBERG, ASSISTANT CHIEF, DIVISION OF TECHNICAL OPERA-
TIONS, DIRECTORATE OF MEDICAL MATERIEL, DEFENSE PERSON-
NEL SUPPORT CENTER

General Hayes. Mr. Chairman, it is my pleasure to appear before
you today to bring you a further report on the procurement of drug
products by the Department of Defense. I should like to introduce
my colleagues.

Col. Marshall E. McCabe, MC, USA, Office of the Surgeon General,
to my right; Capt. L. M. Fox, MC, USN, Chief, Me ical Service,
Naval Hospital, Bethesda, Md., and Chairman, Pharmacy and Thera-
peutic Drug Committee, far right; Col. E. J. Clark, USAF, MC,
Office of the Surgeon General; Capt. R. F. C. MacPherson, MC,
" USN, Director of Medical Materiel, Defense Personnel Support Cen-
ter (DPSC) ; Col. A. J. Snyder, MSC, USA, Chief, Division of Medi-
cal Materiel, Directorate of Procurement and Production, DPSC;
and Mr. Max Feinberg, Assistant Chief, Division of Technical
Operations, Directorate of Medical Materiel, DPSC.

Probably no other event in recent years has had an impact on
the practice of medicine in the United States equal to that of
implementation by the Food and Drug Administration (FDA) of
the National Academy of Science-National Research Council (NAS-
NRC) study on drug effectiveness. Results first became apparent in
federal agencies because their hierarchal organizational structures
foster rapid communication with subordinate activities through a
variety of media. Consequently, we in Government have been able
to take the first definitive steps to reap the medical and economic
benefits of the study. We have implemented our actions at three
levels: DOD, Defense Medical Materiel Board (DMMB), and in the
services themselves. .

The Assistant Secretary of Defense (Health and Environment)
has issued a memorandum to the Surgeons General of the Services
outlining DOD policy as it applies to drug products categorized as
other than “effective.” Qur policy prohibits further procurement or
issue of ineffective products, and directs appropriate disposal of
existing stocks. We have similarly terminated procurement of “pos-
sibly effectives,” with one minor exception, but will withhold disposal
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until final FDA regulatory action is directed. We contemplate few
problems with the “probably effective” category, but. here, too, we have
established controls. , v -

Senator NrLson. May I interrupt a moment, General ¢

General Hayes. Certainly. . ‘

q Senéa,tor Nerson, What is the exception to the “possibly eff ctive”
rugs? _ ) ; ;

General Havzs. That is where no other drug for this purpose exists
at this time, similar to the HEW Public Health Service position.

Senator NeLson. When there is no other drug that treats the condi-
tion which the “possibly effective” drug purports to treat. Is that what
you are saying? '

General Havrs. That is correct.

Senator Nrrson. You say you have established controls for the
]‘;pm}?abaly effective” drugs. What kind of controls? What do you mean

y that? o : - ,

General Hayes. Well, much the same as with the possibly effectives.

Senator Newson. Pardon? ' :

General Hayes. Much the same as with the possibly effective.
Limited procurement here rather than total nonprocurement, direct-
ing a very careful evaluation of the utilization of the items both by
the individual prescriber himself, by the Pharmacy and the Thera-
peutic Agents Board. '

Senator NrLson. So you are saying again that if there is a drug
that is effective for treating a particular condition, that you will not

~ authorize the use of a “possibly” or “probably” effective drug for the
same condition ¢ ~ ’ ‘

General Havgs. That is correct. I could read, after I finish the
whole statement, or here at your pleasure, the memo that Dr. Rousse-
lot sent to the three Services which really outlines this pretty ‘well.

Senator NeLson. How long a memo is it ¢

General Haves. Page and a quarter.

Senator Nursox. Why don’t you read that at the end of your
statement.

General Hayves. Pending a decision on ultimate classifications,
we are reducing our stock levels of these products to the minimum,
and continually monitoring developments in FDA. .

Also as a result of the study, Dr. Rousselot has appointed a study
group to review our entire stock list of drugs, and make recommenda-

_tions for their retention or deletion. The group is chaired by the
staff director, DMMB, and has the advice and assistance .of the
professional consultants to the Surgeons General. The review is now
In progress. L :

In addition to the actions generated by the study, DOD has
directed the Surgeons General to emphasize the use of the most
cost-effective medications whenever professionally appropriate.

DMMB has established an effective liaison with FDA which, for
the first time, will ensure that our file of FDA actions is complete
and accurate. This liaison has enabled DMMB to provide to the
‘Services identical and validated data on the Study of Drug Effective-:
ness. The DMMB procedures eliminate duplication of egort by the
Services, and insure that all Services will have all the information.
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In a related action, DMMB has deleted all amphetamines and
amphetamine-like drugs from military sets, kits, and outfits. Our
concern was generated not by the study, but by a desire to minimize

. pilfering and misuse of these stimulants.

The Services are accelerating their programs of education and
policy direction in the field of drug therapy. Service Pharmacy and
Therapeutic Drug/Formulary Committees have been directed by
their respective headquarters to review their formularies and their
procedures. Since this activity has been stimulated by the Study on
Drug Effectiveness, much of the material relates to the drugs so
categorized. In addition to statements of policy in these matters, the
Services disseminate to their professional stafls the listings of drugs
released by FDA. These listings are used collaterally as another
Ilolaiis for emphasizing the necessity for cost-effective prescribing

abits. :

Mr. Chairman, we have analyzed some of the statistics resulting
from the NAS-NRC study. As of January 21, 1971, our liaison with
FDA, and our screening of the Federal Register, has resulted in lists
of 359 drug products classified as “ineffective,” and (as of January 12,
1971), 189 classified as “possibly effective.” As of the date of publica-
tion in the Federal Register, DOD had in standard stock only five of
the “ineffectives,” and 16 of the “possibly effectives,” from a total of
1,100 drug products.

Mr. Gorbon. General, may I interrupt you a moment. Is there
ﬁny i;ldication as to how many of the “probably effective” drugs you

ave

General Hayrs. We have no information as yet on that.

Mr. Goroon. Could that be supplied for the record ¢

General Hayes. We can supply it for the record.

(The information above-referred to, follows:)
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PROBABLY EFFECTIVE DRUGS

The Department of Defeuse has identified five centrally stocked pharmaceuticals
as being classified ""probably effective," They are:

Federai Stock Number

6505-290-6032
(Fed Reg 24 Jun 70)

6505-122-6984
(Fed Reg 18 Aug 70)

6505-682-6538
(Fed Reg 18 Aug 70)

6505-890-1599
(Fed Reg 18 Aug 70)

6505-687-8459

(Fed Reg 18 Aug 70)

Descrigtibn : hN

Bacitracin, USP, Powder for Topical
and Intramuscular Use, 50, 000 units

Benzathine Penicillin G-and Procaine
Penidllin G Suspension, 300,000 units
each, lce, 20s

Benzathine Penicillin G and Procaine
Penicillin G Suspension, 600, 000 units
each, 2ce, 20s

Benzathine Penicillin G, Procaine Lenicillin G,
and Potassium Penicillin G for Injection,
300, 000 units each, Powder

Procaine Penicillin G and Potassium
Penicillin G in Oil, 400, 000 units,
lce, 20s.
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Senator NELsoN. As a related question, on page 2 you refer toa
study group to be headed by Dr. Rousselot to review your entire
stock list of drugs, and make recommendations for their retention or
deletion, which I think is an appropriate step to take. But in dealing
with the question of rational prescribing, you state:

In addition to the actions generated by the Study, DOD has directed the
Surgeons General to emphasize the use of the most cost-effective medications
whenever professionally appropriate.

I notice that the Defense Department spent about $3 million in
1968-69—1I don’t have the 1970 figures—on a number of tetracyclines,
demethylchlortetracycline, oxytetracycline, and chlortetracycline. If
the Department had heeded the advice of the medical experts and
used the drug of choice of that family of antibiotics, that is, plain
tetracycline, our calculation is that $2,300,000 would have been saved.
I am sure you realize it is the position of the Medical Letter that
tetracycline HCL is an equivalent of the other members of the tetra-
cycline group. Dr. Simmons of the Food and Drug Administration
says the same thing. '

‘Well, while counsel finds the comments of Dr. Simmons, Dr. Heinz
Eichenwald, professor and chairman of the Department of Pediat-
rics, University of Texas, who was chairman of one of the NAS-
NRC antibiotic panels, states, “Similarly, a large group of tetra-
cyclines have been prepared. Basically none of them are superior
to the parent molecule, tetracycline itself.”

Dr. Simmons, Director of the Bureau of Drugs, FDA, states:

At the present time—take tetracyclines which you had a lot of testimony
on—there are about five different chemical formulations of tetracycline. Now,
all of them have minor differences which present and old labeling have shown
and on which advertising claims have been made. The important thing, how-
ever, is that these are minor differences, though they are clinically insignifi-
cant. And, therefore, there is no reason why a physician should choose one as
opposed to the:other.

Do you agree with the position of Dr. Eichenwald, Dr. Simmons,
and the Medical Letter on the tetracyclines?

General Hayes. Essentially we do.

Senator NeLson. Well, what is the explanation?

General Hayes. I would like to answer that a little further and
have Colonel Snyder respond to part of that question, what our
actual proportion of procurement was at that time.

Colonel SxypER. Mr. Chairman, there are approximately five major
forms of tetracycline and during the period July 1, 1968, through
last Friday we procured something over 300 million dose forms of the
staridard generic tetracycline. As opposed to that we procured about
45 million doses—of all other forms of tetracyclines. I have figures
with me that we can provide for the record.

(The information referred to follows:)



COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY 8193

TETRAC YC L]NE (a.nd TE TRAC YC LINE —hke) PROCUREME NT .

(expressed indoses)

Federél Stock Number . Descri jon
6505-159-6575 Chlortetracycline HCI
Capsules; 0,25 GRAM
Demethyohlortétracy‘cline .
. o HCI Tablets;

- 6505-890-2081 0. 15 GRAM
6505-782-6485 N 0.30 GRAM.
6505-142-9140 Doxyeycline Hyclate-

Capsules, 50 MGM
6505-299-8276 Oxytetracycline Tablets
' g 0.25 GRAM

TOTAL Doses of'Tetracycline~type'items: -

6505-286-7302 ' Tetracycline HCI
Tablets, 0.25 GRAM

6505~782-6481 Tetracycline HCI
: Tablets, . 0. 25 ‘GRAM

TOTAL Doses of Tetrafcycltiné'items:

No.. of Doses
procured.
L Jul 68 to
29.Jan 71,

22,808,400
3,168, 000 -

552, 960

691,200

17,669, 600

e

44,890, 160

299,061,600

1, 075,680 -

il it

300, 137, 280

Ehciosure 3
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Colonel Snyper. The principal difference—there is a _difference in
cost and when you think in terms of dollars as opposed to terms of
dose forms, it seems substantial, but we are buying in very large
quantities and what seems to be an inordinate amount is a very small
percentage of the total. ‘

Senator Nerson. But if our figures are correct, you paid $3 million
for these and other formulations of tetracycline HCL. You could
have saved $2,300,000 or, in other words, bought tetracycline HCL
for $700,000 instead of $3 million, which seems to me is substantial.
I wonder what the justification is unless there is a medical justifi-
cation.

Colonel Sxyper. I won’t speak to the prescribing habits but actually
85 percent of the total prescribed is generic.

General Hayes. Mr. Chairman, I think we have to put in this
somewhat proper time reference and the purchasing time, 1968 to
last year—this kind of information was not avallable and this
carefully reasoned study of the NAS-NRC type was not available
to the people who were prescribing or purchasing.

Now I think if we put it in the proper time, I would like to get
a little later on into what we are doing with the very useful tool
tv}f)at we have at the present time to accomplish what you are talking
about.

Senator Nurson. The Medical Letter was dated 1968. Counsel
says he is not sure. It might have been 1969.

The counsel reminds me that the NAS-NRC didn’t cover these
tetracyclines. They weren’t part of this study on efficacy. I guess
nobody is arguing about the efficacy of any of these variations of
the tetracyclines. The only question is the price.
~ What the drug companies have done is taken tetracycline, made some
modifications, put a brand name on them, and charged a higher
price, while the Medical Letter and medical scientists are saying
they all do the same thing, Why pay the higher price?

* General Hayrs. We will now turn from a discussion of what we
have to why we have it, and how to get it. It is DOD policy that
our stock list shall consist of quality drug products procured com-
petitively on generic specifications; and at the most economical prices
we can obtain.

We cannot procure competitively without a generic specification.
Our standards are basically those of the USP and NF, supplemented
with such additional standards as are necessary to insure suitability
not only at the time of procurement, but also following possible long-
term storage throughout the world in Artic, Temperate, or Torrid
zones. Many of our specifications include standards which have been
obtained from industry during the standardization procedure. If
we are to obtain suitable materiel competitively, we must include
these details in order to provide other than product originators with
the necessary product information.

The specifications are developed, and procurement is effected by the
Defense Personnel Support Center (DPSC). Each DPSC solicitation
(other than an emergency purchase) is directed to all firms on the
bidders list, and each solicitation for $10,000 or more is published in
the Commerce Business Daily. In fiscal year 1970, 16.9 percent of



COMPETITIVE PROBLEMS IN.THE DRUG INDUSTRY 8195

our purchase -actions, representing 27.2 percent of our purchase
dollars, resulted from competition between two or more bidders,
Additionally, as was reported to you by Comptroller General Staats,
in January of 1969 DPSC surveyed about 1,000 firms in an attempt
to increase competition in the procurement of some 400 items, 290 of
which were single source. As Mr. Staats noted, only 104 companies
replied, and 88 of those replies were negative in nature. This low
rate of positive response is another indication of the problems faced
by DPSC in its continuing objective of expanding ‘competition, and
increasing the participation of small business. '

It is appropriate to mention here that the solicitations mentioned
previously are also provided to representatives of foreign drug
industries. When we know of a specific foreign manufacturer or
foreign licensee, DPSC makes overtures directly to that company.
While we do successfully buy a few products in Surope, and we will
continue to do so when permitted by law and administrative regula-
tion, more frequently the attempt is frustrated. In s recent example,
we learned that the price of chlorpromazine in Canada was materi-
ally lower than our then current contract price. The Canadian licen-
see refused to bid on our requirements, as their licensing agreement
restricted their sales to Canadian customers. - ~

Benator NeLson. May I ask a question there, General ¢

General Haves. Certainly.

Senator Nerson. Hasn’t the patent run out on chlorpromazine ¢

General Hayrs. Yes. : a
- Senator NuLsox. What was the date of the Canadian company’s
refusal to bid ¢ ‘

Colonel Sxyper. This was a verbal inquiry by me, Senator Nelson,
and at the time this was the answer given, the reason they did not
submit an offer. I have talked to them as recently as last week. They
say now that they will bid, that their license does not preclude par-
ticipation. However, they do not have an NDA, which is one of the
problems that we are faced with continually. : '

There is no patent now prohibiting—their license does not prohibit;
The NDA is now the bar. We talked to the ‘president personally, as
a matter of fact, twice last week. , - :

Senator Nrrson. In any event, then, previously you had to buy
chlorpromazine from the American licensee? :

General Havyes. Yes. « :

Senator. Nerson. Let me read you this. ‘This is from a hearing .
held in 1968. : -

Rhone-Pouleéne, & French firin,” discovered chlorpromazine. They licensed a
company in the United States to produce it and they 'licensed a conipany in
Canada to produce it, esich-of them ‘with the exclusive market ih their respec-
tive countries."So neither the.company in the United States nor the company in
Canada spent any money on research. It was just a guestion of each one of
{:)hegx having an exclusive market, both in the same Continent, with adjoining

‘‘borders. : ;

The -price charged by the U.S.: licensee for 25-milligram tablets to the
Defense Supply Agency wag -$32.62 a thousind, ‘The price of the Canadian
Hlcensee to Canada’s Department of Veterans Affairs was $2.60 a thousand.

Now, that was a figure we were using in 1968. I don’t know what
you had to gay 1n 1969 and in 1970. But are you aware of the statute
referred to by Mr. Staats, the Comptroller General, in his testimony
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to the effect that under the statute, after a negotiated contract has
been completed, the GAO has the authority to go in and examine the
production costs of the seller to find out whether the price charged
1sf r(;?soénable? I think I state the statute correctly. Are you aware
of that :

General Hayzs. Yes, we are. ‘

Senator Nerson. Why shouldn’t you ask the GAO to do that$
This is such a dramatic difference when we have two licensees on the
same continent with common borders, one selling for over $32—
$32.62 for a 1,000 to our Defense Supply Agency and another
company selling the same product as a licensee to Canada’s Depart-
ment. of Veterans Affairs for $2.60.

It would seem to me that would be just exactly the kind of
- situation in which the statute ought to be used because certainly
the cost of production can’t be that great. If they can make a
profit on the $2.60 in Canada, the profit made in this country must
be very great. Why shouldn’t the statute be used in that case?

Colonel Sxyper. Really this is a policy decision. I assure you it
will be explored. We discussed this with the GAO people and they
were going to look into it. We have not traditionally audited fixed
price contracts on a post-contractual basis. We always audit cost-type
contracts. We do not normally audit fixed price.

b I&l is certainly something that warrants investigation and it will
e done.

" Senator Nrrson. Well, it just seemed to me we have examples with
such dramatic differences—this is a price differential of about 14
times—that with the statute there and the Department having to
negotiate to buy, with no knowledge of whether it is reasonable or
not, that this is the kind of occasion when we ought to have this
kind of an audit, particularly when you know what the Canadian
licensee is selling it for.

Colonel SxypEr. In almost every instance where you have a sub-
stantial price difference between a domestic and overseas or a
Canadian supplier, there is also an added factor of an NDA or some
FDA control that also limits it.

"lIl‘}lloese are things that have to be explored and I am sure they
will be.

Senator Nerson. Well, it works both ways. I have looked at prices
in Canada and found a number of retail prices, that is, prices charged
to the pharmacist for brand name drugs in Canada higher than the
prices charged here in the United States. And substantially lower for
the same product—perhaps one-fifth as much—in Switzerland and
Italy by the same company. We end up with them charging $4 or $5
a hundred more for a product in Canada than they charge in the
United States where it is made, or one-fourth or one-fifth as much in
Europe after the company that made it in the United States shipped it
over there. , v

So I don’t see how anybody could claim that the price differential
based upon cost of production and reasonable profit, could range
from $2.60 a thousand in Canada to $32.62 in the United States.

Colonel Sxyper. I make no such claim. -

‘Senator NerLson. Please proceed. :
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General Hayes. We inspect our successful bidders and monitor
batch analyses of their output to insure that the Government gets
what it pays for. Within the Defense Contract Administration Serv-
ice (DCAS) are approximately 75 inspectors who have been trained
in the drug field. The time spent by these inspectors working in the
drug-related field, plus 11 DPSC employees who are at times
requested to assist DCAS, equates to approximately 20 man-years
per annum. ,

DOD performs these inspections on a product basis. While FDA
periodically inspects drug plants to insure compliance with their
good manufacturing practices (GMP), they neither register the prod-
ucts supplied by each manufacturer, nor, except for antibiotics, do
they routinely test the products. As indicated previously, we must
inspect and analyze these products to insure that they are useful and
are what we pay for. ;

Mr. Chairman, that completes my formal statement. My colleagues
and I will attempt to answer any further questions you may have.

Senator NeLson. You have that page and a half? '

General Hayrs. Right. I will read it.

Senator NerLson. Please read that into the record.

General Hayes. That is a memorandum to the Director of the
Defense Supply Agency, to the Surgeons General of the Depart-
ments of the Army, Navy, and Air Force, and Chairman of the
Defense Medical Materiel Board, subject: DOD implementation of
the drug efficacy study, dated January 21, 1971

The Food and Drug Administration, after review of the drug efficacy
findings of the National Academy of Sciences/National Research Council on
drug products approved by FDA between 1938 and 1962, has published notices
in the Yederal Register with the classification of “Ineffective” and some
“possibly effective.” The NAS/NRC panel also classified some drug products
as being “probably effective.”

After careful review and consideration of these findings, it has been deter-
mined that Department of Defense policy regarding the procurement and
prescribing of these three categories of drug items will be as follows:

1. “Ineffective”

(a) No further procurement or issue is authorized for those items that
have been withdrawn from the market. Remaining stocks of -standard

. items will be destroyed or other appropriate action taken.

(b) 'Those items awaiting final determination by FDA -will no: longer
be authorized for central or local procurement until final action is
taken by the FDA. All present stocks are to be suspended until
status is resolved.

2. “Possibly BEffective”

(a) Standard and local procurement of these items are mo longer author-
ized.

(b) Pharmacies and Therapeutic Agents Committees are to question all

. prescriptions prescribing these drug items.

8. “Probably REffective”

(a) Minimize all central and local procurement of these items.

(b) Continuslly monitor centrally these items and immediately notify all
mediecal facilities as to change in classification by FDA.

There are many high cost drugs being prescribed when. equally effective
but much less expensive drugs are available. Request you advise using medical
facilities as to cost/effective ratio and direct use of most economical item .
when appropriate. ; .

Request that the policy guidance outlined in the foregoing paragraphs be
.disseminated to all medical facility commanders worldwide.

(Signed) Louts M. Rousseror, M.D., PACS.

59-581 0—71—pt. 2016
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Now, we do have the exception that we discussed, a possible use
of a possibly effective where there is nothing else that can be found
to satify the need at that time. We have already discussed that.

Senator NeLson. And the same is true of the ¢ probably effective”
drugs; is that correct?

General Havyes. Beg pardon?

Senator Nerson. And the same rule applies to the “probably effec-
tive” drugs? :

General Haves. We didn’t delineate it that clearly for that because
the probably effective group is sort of in limbo a little bit.

Senator NELson. This is a continuation of the question I raised
about the various tetracycline modifications that we were talking
about a little while ago. WIill it be or is it your policy at this time to
review the purchase of so-called or what you might call “me-too”
drugs, that is, drugs that perform the same function as another
drug that is well established and is demonstrated to be just as effec-
tive? Will it be your policy to review these “me-too’ drugs that cost
more and perform the same function and eliminate them from
your purchasing policy?

General Hayes. Well, as a result of the continuing actions resulting
from these hearings, from the NAS-NRC studies, we talked this over
with the Defense Medical Materiel Board and on January 25 further
implementation of the memorandum I just read. The Chairman of
the Board sent out a subject “Committee Review of Special Interest
Items.” It changed the review approach that I mentioned earlier of
all line items, line by line in the standard pattern, to looking at
certain areas of special interest.

Thirty areas have been identified at the present time. I will read
just a little bit of this memorandum to give an idea of how we are
going at it. '

This is paragraph 3 of the memorandum:

An abbreviated item review report is given below as an example of: Commit-
tee action. Number one is Declomycin, two is Aureomyecin, three is Terramyecin.
In the discussion, medical authorities state that tetracyclines do not differ in
any essential characteristics and are essentially identical in terms of anti-
bacterial activity. The difference in pharmacologic activity due to molecular
modifications are’ relatively minor in importance. Differences in costs are
significant.

Recommendation. That items one, two, and three above be reclassified as
limited standard with eventual deletion from the Federal Supply Catalog, re-
tain generic tetracycline hydrochloride as a standard item.

Now, we have another enclosure to this which lists by what you
might call class actions a similar approach to 30 different areas.
I will list a few of them or all of them at your desire. Anti-infective
drugs, antihistamines, coronary vasodilators, vasodilators, sedatives,
hypnotics, gastrointestinal antispasmodics, antacids, skeletal muscle
relaxants, antiemetics and analgesics. .

In each of those major headings are varying numbers of specific
items by line item. : ,

Senator Nerson. Would you supply the committee with a copy?

General Haves, We will be glad to.

(The information above-referred to, follows:)
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DEFENSE MEDICAL MATERIEL BOARD
POTOMAC ANNEX, 2300 E STREET NW.

WASHINGTON, D.C. 20390 ACDRESS REPLY TO:

STAFF DIRECTOR: DEFENSE
MEDICAL MATERIEL BOARD

AND RErER TO:

437

5420

Serfal: 86

25 January 1971

MEMORANDUM

From: Chairman, FSC Clags 6505 Review Committee
To: Assistant Secretary of Defense (Health and Environment)

Subj: Committee Review of Special Interest Items; Report of
Ref: (a) ASD (HSE) Memo dated 27 Oct 1970

Encl: . (1) List of 30 Items Proposed for Reclassification to "LIMITED
STANDARD" with Eventual Deletion from the Federal Supply Catalog
(2) Committed-Recommendations Covering "Special Interest" Items

1. In accordance with reference (a), a line item review of all FSC
Class 6505 is being conducted, The modus operandi of the Committee
will be review by therapeutic group as listed in the Federal Supply
Catalog.

2. Because of the current interest in certain drugs, the Committee
deviated from its planned order of review. Enclosure (1) is a list
of 30 items considered to be of "special Interest", which was for-
warded to the professional consultants on Januaxy 11 and 14 1971,
with the proposal for reclassification to Limited Standard and
ultimate deletion from the Federal Supply Catalog. Service position
or appropriate comments were requested.

3. An abbreviated item review report is given below as an example
of committee action:

1. 6505-890-2081 DEMETHYLCHLORTETRACYCLINE HYDROCHLORIDE TABLETS,
0,15 GRAM (DECLOMYCIN)

2. 6505-159-6575 CHLORTETRACYCLINE HYDROCHLORIDE CAPSULES, 0,25 GRAM
(AUREOMYCIN)

3. 6505-299-8276 OXYIETRACYCLINE TABLEYS, 0.25 GRAM (TERRAMYCIN)

DISCUSSION: 1. Medical authorities state that the TETRACYCLINES
do not differ in any essential characteristics and are essentially
identical in terms of antibacterial activity: The differences in
pharmacologic activity, due to molecular modifications, are relatively
minor in importance.

2. Differences in costs are significant,
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43

5420

Serial: 86

25 January 1971

RECOMMENDATION: That Items 1, 2, and 3 above be reclassified
as "LIMITED STANDARD" with eventual deletion from the FederalSupply
Catalog. Retain generic TETRACYCLINE HYDROCHLORIDE 0.25 GM
(FSN 6505-286=7302) as a standard item.

4, Enclosure (2) represents the complete detailed committee actions
on the "special interest" items.

Wm. G. LAWSON
~
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“List of 30 Items Proposed for Reclasaification to: -
“"LIMITED STANDARD" with Eventual Deletion from .
: the. Federal. Supply Gatalog

' M-;NFECTNE DRUGS

6505-853~8608 SODIUM CLOXACILLIN CAPSULES (TEGOPEN).

6505-890-2081 DEMETHYLCHLORTETRACYCLINE. HYDROCHLORIDE TABLBTS (DBCLOMYCIN)
6505-782~6485 DEMETHYLCHLORTETRACYCLINE HYDROCHLORIDE TABLETS (DECLOMYCIN)
6505-159~6575 CHLORTETRACYCLINE HYDROCHLORIDE CAPSULES (AUREOMYCIN)
6505-299+8276 OXYTETRACYCLINE TABLETS (TERRAMYCIN)

6505~765=0582 : SULFAMETHOXAZOLE - TABLETS (GANTANOL) . . : G
6505-770-&345 NALIDIXIC -ACID TABLETS (NEG GRAM - GAPLETS) S

: ANTIHISTMNES

6505-014-1028 CHLORPHENIRAMINE NALEATE, ISOPROPAMIDE IODIDE, AND
PHENYLPROPANOLAMINE HYDROCHLORIDE CAPSULES : (ORNADE)
6505-935-9818 CHLORPHENIRAMINE MALEATE, CARAMIPHEN EDISYLATE, ISOPROPAMIDE
I0DIDE, AND PHENYLPROPANOLAMINE 'HYDROGHLORIDE CAPSULES
: _ (TUSS=ORNADE) -
6505-926-9019 DEXBROMPHENIRAMINE MALEATE AND PSEUDOEPHEDRINE SULFATE
: TABLETS (DISOPHROL CHRONOTABS) :

coxoxww VASODILATORS S

: 6505-764-9014 DIPYRIDAMOLE TABLETS, (PERSANTIN) P
* . 6505=597=7341 PENTAERYTHRITOL TETRANLTRATE TABLETS (PERITRATE) B
< 6505+584=4297 PENTAERYTHRITOL TETRANITRATE TABLETS (PERITRATE)
L 6505-680-2326 PENTAERYTHRITOL TETRANITRATE TABLETS (PERI‘I'RATE)"

' | VASODILATORS
6505-943-4384 CYCLANDELATE CAPSULES (CYCLOSPASMOL)

2. 6505«890-1321 1SOXSUPRINE ' HYDROCHLORIDE: TABLETS (VAS(miLAN)
i 6505-299-8052 T.OLAZOLINE HYDROCHLORIDE TABLETS (PRISCOLINE)

- SEDATIVE-HYPNOTTCS

’ V”?‘6505-616-9068 GLUTETHIMIDE TABLETS (DORIDEN)

| GASTROINTESTION ISPAS 1S

6505-783~0242 GLYCOPYRROLATE TABLETS (ROBINUL)
6505=777-8911 GLYCOPYRROLATE AND PHENOBARBITAL TABLETS (ROBINULoPH)

, .' 6505-890~1658 CALCIUM CARBONATE AND AMINOACETIC ACID TABLETS’ (TITRALAC)

SR : B RELAXANTS

. 16505-062-4833 CARTSOPRODOL TABLETS (RELA)

© 6505-904=3256 CARISOPRODOL TABLETS (SOMA)
6505-890-1562 ORPHENADRINE CITRATE TABLETS (mm.nx)

—

T 59-881 0—T1—pt, 20-——17
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List of 30 Items Proposed for Reclassification to
“LIMITED STANDARD" with Eventual Deletién from
the Federal Supply Catalog: (Cont'd.)

ANTIEMETICS

6505<754-0086 DICYCLOMINE HYDROCHLORIDE, DOXYLAMINE SUCCINATE, AND
PYRIDOXINE HYDROCHLORIDE TABLETS (BENDECTIN)

ANALGES CS

6505-890-2024 PROPOXYPHENE HYDROCHLORIDE (DARVO-TRAN)
6505-913~7907 PROPOXYPHENE HYDROCHLORIDE (DARVON COMPOUND 65)°
6505-784~4976 PROPOXYPHENE HYDROCHLORIDE (DARVON COMPOUND 65)
6505-958-2364 PROPOXYPHENE HYDROCHLORIDE CAPSULES (DARVON)
6505-687~7901 ASPIRIN AND ETHOHEPTAZINE TABLETS (ZACTIRIN)
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SUBJECT: REVIEW OF STANDARD STOCK-LISTED ANTIHISTAMINES
BACKGROUND:
SHORTACTING

1. ITEM IDENT: 6505,-‘58_2-4868 DIPHENHYDRAMINE HYDROCHLORIDE CAPSULES,
USP, 50 mg .
‘ UNIT_OF ISSUE/PRICE: 1000s BT/$3.31 COST PER CAPSULE:  $0.0033
ANNUAL DEMAND DATA: ARMY - 5,631; NAVY - 2,480; AIR FORCE - 3,350
. TRADE MARK NAME: ''BENADRYL"

2. ITEM IDENT: 6505-116-8350 DIPHENHYDRAMINE HYDROCHLORIDE CAPSULES,
) UsP, 50 mg
UNIT OF ISSUE/PRICE: 1008 BT/$0.57 COST PER CAPSULE: $0.0057
ANNUAL DEMAND DATA: ARMY - 10,439; NAVY - 7,329; AIR FORCE - 2,221
TRADE MARK NAME: "BENADRYL'"

3, ITEM IDENT: 6505-299-8610 CHLORPHENIRAMINE M.ALEATE TABLETS »
’ USP,; 4'mg
UNIT OF ISSUE PRI E: 1000s BT/$0 55 OST PER "‘ABL::.T $0.0006
AUNUAL DEMAND DATA: ARMY - 22,176; NAVY -.3,016; AIR FORCE - 4,585
TRADZ MARK NAME: "CHLOR-'I.‘RIMETO AN

.

4., ITEM IDENT: 6505-584~3277 PROMETHAZINE HYDROCHLORIDE TABLETS, USP,
25 mg
UNIT _OF ISSUE/PRICE: 1000s BT/$20 30 COST PER_TABLET: 1 $0.0203
ANNUAL DEMAND DATA: ARMY - 2,417; NAVY - 275; ,AIR ‘FORCE - 386
TRADE MARK NAME: “PHENERGAN"

5. ITEM IDENT: 6505 148-9000 TRIPELENNAMINE HYD:.\OCHLORIDE TABLETS,
USP, 50 mg ‘
UNIT OF ISSUE/PRICE; 1000s BT/$2 33 OST PER TABLET: '$0.0023
ANNUAL DEMAND 'DATA: ARMY. = 447; NAVY - 734; AIR FORCE - 1,849
TRADE MARK NAME: "PY"”BEN&AMINE"

6. ITEM IDENT: 6505-753-0615 TRIPROLIDINE HYDROCHLORIDE AND
PSEUDOEPHEDRINE HYDROCHLORIDE TABLETS
UNIT OF 1SSUE/PRICE: 1009. BT/$1.37 COST PER TABLET: $0.013
ANNUAL DEMAND. DATA: 55,9193 NAVY - 72,641; AIR FORCE - 67,901
mgrrm:‘*mm"“\ D RaIA \ Tt FADn
2. TTEM IDENT: 6505-142-9206 TRIPROLIDINE HYDROCHLORIDE AND
PSEUDOEPHEDRINE HYDROCHLORIDE TABLETS
UNIT OF ISSUR/PRICE: 1000s BT/$13.00 COST PER TABLET: $0.013
ANNUAL DEUAND DATA: ARWY - 6,723; NAVY - 5 353, AIR TORCE - 6,372
TRADE MARK NAME: “MACTIFED!

"
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SUBJECT: REVIEW OF STANDARD STOCK-LISTED ANTIHISTAMINES (CONT'D).

BACKGROUND (CONT'D.)

1.

SUSTAINED/TIMED ACTION

ITEM IDENT: 6505-014-1028 CHLORPHENIRAMINE MALEATE, ISOPROPAMIDE

IODIDE, AND PHENYLPROPANOLAMINE HYDRO-
CHLORIDE CAPSULES
UNIT OF ISSUE/PRICE: 500s BT/$29.90 COST PER CAPSULE: $0.0598
ANNUAL DEMAND DATA: ARMY - 36,539; NAVY - 15,878; AIR FORCE - 18,386

TRADE MARK NAME: '"ORNADE"

ITEM IDENT: 6505-935-9818 CHLORPHENIRAMINE MALEATE, CARAMIPHEN
EDISYLATE, ISOPROPAMIDE IODIDE, AND
PHENYLPROPANOLAMINE HYDROCHLORIDE CAPSULES

UNIT OF ISSUE/PRICE: 500s BT/$36.00 COST PER CAPSULE: $0.72

AFNUAL DEMAND DATA: Army - 741; NAVY - 707; AIR FORCE - 600

TREDE MARK NAME: "TUSS-ORNADE"

ITEM IDENT: 6505-982-9594 CHLORPHENIRAMINE MALEATE AND PHENYLEPHRINE
Y. YDROCHLORIDE TABLETS, TIMED

UNIT OF ISSUE/PRICE: 250s BT/$8.29 = COST PER TABLET: $0.0331

NNUAL DEMAND DATA: ARMY - 4,708; NAVY - 3,462; AIR FORCE - 5,689

TRADE MARK NAME: "'NOVAHISTINE"

ITEM IDENT: 6505-655-8460 CHLORPHENIRAMINE MALEATE TABLETS, MODIFIED,
8 mng .

UNIT OF ISSUE/PRICE: 1000s BT/$4.55 COST PER TABLET: $0.0045

ANNUAL DEMAND DATA: ARMY - 2,431; NAVY - 2,960; AIR FORCE - 3, 261

TRADE MARK NAME: "CHLOR-TRIMETON REPETABS"

TEM IDENT: 6505-890-1891 BROMPHENIRAMINE MALEATE, PHENYLEPHRINE
HYDROCHLORIDE, AND PHENYLPROPANOLAMINE
' . HYDROCHLORIDE TAELETS
UNIT OF ISSUE/PRICE: 500s BT/$19.00 _GQST PER TABLET: $0.038
ANNUAL DEMAND DATA: ARMY - 21,409; NAVY - 13,542; AIR FORCE - 18,316
TRADE MARK NAME: "DIMETAPP EXTENTABSY

ITEM IDENT: 6505-926-9019 DEXBROMPHENIRAMINE MALEATE AND
PSEUDOEPHEDRINE. SULFATE TABLETS

UNIT OF ISSUE/PRICE: 100s BT/$4.90 COST PER TABLET: $0.049

ALNNUAL DEMAND DATA: ARMY - 15,758; NAVY - 12,655; AIR FORCE - 21,412

TRADE MARK NAME: "DISOPHROL CHRONOTABS"

ITEM IDENT: 6505-£90-1112 EROMPHENIRAMINE MALEATE TABLETS, 12 mg
UNIT OF ISSUE/PRICE: 500s 3T/$17.60 COST PER TABLET: $0.0176
ANNUAL DEMAND DATA: ARMY - 224; NAVY - 270; AIR FORCE - 810
TRADE MARK NAME: "DIMETANE EXTENTABSY

TEM IDENT: 6505-890-1902 CYCLOPENTAMINE HYDROCHLORIDE, METHAPYRILENE
HYDROCHLORIDE, AND PYRROBUTAMINE PHOSPHATE
CAPSULES
UNIT OF ISSUE/PRICE: 1000s BT/$13.90_COST PER GAPSULE: $0.0139
ANNUAL DEMAND DATA: ARMY = 1,397;NAVY - 2,524; AIR FORCE - 1,608
TRADE MARK NAME: "CO-PY?ONIL"
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SUBJEGT: REVIEW OF 'STANDARD STOCK-LISTED ANTIHISTAMINES (dom%in.'); N
D1SCUSSION:

1. Medical authoritles state the mdicat:mnu for antihistamines are

(1) to control the man;festatlons of allergy which may be’ attrlbuted

to histamine, ‘and (2) to-control nausea and motion ‘sickness:. Carefully

controlled studles -show that antlhistamlnes neither shorten the duration®
noxr reduce. the - severlty of the common cold. ' It is stated that most

o physi01ans, expert in allergic diseases, confine their. prescribing to
~-a few drugs well established as to their effectiveness in allergy and.
“motion sickness. A few combinations with- decongestants would be con=

 venient in allergic syndromes. The great bulk of’ ancihistamines ion
the market, some of them highly priced; ‘offer no detectable advantage
over che ancxhlstamlnes listed in the USP.

2. The Federal Supply Catalog 1lsts a wxde range of basic use
antihistamines plus a large number of antihistamine combinations,
some of which appear to be inordinately expensive. ;

RECOMMENDATION:

1. That FSNs 6505-014 1028 CWLORPQENIRAMINE MALEAIE ISOPROPAMIDE
1ODIDE, AND PHENYLPROPANOLAMINE HYDROCHLORIDE CAPSULES (ORNADE), : )
6503-935-9818 CHLORPHENIRAMINE MALEATE , CARAMIPHEN EDISYLAEE ISOPROPAMIDE

/ ZODIDE, AND PHENYLPROPANOLAMINE FYDROCHLORIDE CAPSULES (TUSS-GRNADL),
&nd 0505~926-9019 DEXBROWPHENLRAYINE MALEATE AND PSEUDOEPHEDRINE SULFATE
TARLETS (DISOPHROL CHRONOTABS) be type classified to "L IMITED STANDARD"
with eventual deletion from the Federal -Supply Catalog.’
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SUBJECT: REVIEW OF STANDARD STOCK-LISTED CORONARY VASODILATORS
BACKGROUND :

1. ITEM IDENT: 6505-764-9014 DIPYRIDAMOLE TABLETS, 25 mg
UNIT OF ISSUE/PRICE: - 1000s BT/$45.50 COST PER TABLET: $0.0455
ANNUAL DEMAND DATA: ARMY - 76; NAVY - 219; AIR FORCE - 153
TRADE MARK NAME: ‘'PERSANTIN" :

2. ITEM IDENT:‘ 6505-597~7341 PENTAERYTHRITOL TETRANITRATE TABLETS,
‘ 10 mg K B
- UNIT OF. ISSUE/PRICE: - 500s BT/$5.00  COST PER TABLET: $0.01
ANNUAL DEMAND DATA: ARMY ~- 1,100; NAVY - 1,024; AIR FORCE - 925
TRADE MARK NAME: "PERITRATE" .

+ 3, TITEM IDENT: 6505-584~4297 PENTAERYTHRITOL TETRANITRATE TABLETS,
20 mg
UNIT OF ISSUE/PRICE: 500s BT/$9.69 COST PER TABLET: $0.194
ANNUAL DEMAND DATA: . ARMY - 239; NAVY - 110; AIR FORCE =~ 127
TRADE MARK NAME: “PERITRATE"

4. ITEM IDENT: 6505-680-2326 PENTAERYTHRITOL TETRANITRATE TABLETS,
o2 ' } 80 mg . ‘
UNIT OF ISSUE/PRICE: 500s BT/$16.50 COST PER TABLET: $0.033
ANNUAL DEMAND DATA: ARMY - 1,637; NAVY - 1,814; AIR FORCE - 1,621
TRADE MARK NAME: "PERITRATE" )

DISCUSSION:

1. Medical authorities state thatemong the coronary vasodilator
drugs, Nitroglycerine appears to be the most effective despite its
short duration; however, evidence of effectiveness of longer acting
agents is lacking. Results of controlled studies that are available
fail to provide evidence of effectiveness of such long acting prepara-
tions as DIPYRIDAMOLE and PENTAERYTHRITOL TETRANITRATE in the pre-
vention of angina pectoris. ‘

RECOMMENDATION:

1. That FSNs 6505-764-9014 DIPYRIDAMOLE TABLETS, 25 mg, 6505-597 -
7341 PENTAERYTHRITOL TETRANITRATE TABLETS, 10 mg, 6505-584-4297 PENTA-
EXRYTHRITOL TETRANITRATE TABLETS, 20 mg, and 6505-680-2326 PENTAZRY-
THRITOL TETRANITRATE TABLETS, 80 mg, be type classified to "LIMITED
STANDARD" with eventual deletion fxom the Federal Supply Catalog.
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SUBJECT: REVIEW OF STANDARD STOCK-LISTED  VASODILATORS
- BACKGROUND :

1. ITEM IDENT: '6505-943~4384 CYCLANDELATE CAPSULES, 0.2 GRAM
UNIT OF ISSUE/PRICE: 500s BT/$29.50 COST PER GCAPSULE: $0.59
ANNUAL _DEX:*) DATA: ARMY - 367; NAVY = 397; AIR FORCE ="254
TRADE MARK NAME: ‘''CYCLOSPASMOLY

2. ITEM IDENT: 6505-890-1321 ISOXSUPRINE HYDROCHLORIDE TABLETS, 10 mg
- UNIT OF ISSUE/PRICE: 10003 BT/$32.10 COST PER TABLET: $0.032
ANNUAL DEMAND DATA: ARMY - 918; NAVY - 729; AIR FORCE - 1,000
TRADE MARK NAME "VASODILAN"

3. ITEM IDENT: 6505-299-8052 TOLAZOLINE HYDROCHLORIDE TABLETS, 25 mg
UNIT OF ISSUE/PRICE: 100s BT/$0.44  COST PER TABLET:  $0,0044
ANNUAL DEMAND DATA: ARMY - 459; NAVY - 1,016; AIR FORCE - 658
TRADE MARK NAME: "“PRISCOLINE" !

DISCUSSION:

1. Medical authorities state that there is no acceptable evidence
that the Peripheral Vasodilator drugs are effective in relieving symptoms
associated with arteriosclerosis of the extremities or in the prevention
or treatment of gangrene whichmiy occur as the condition progresses.

The only effective measures at present appear to be walking in the
development of collateral circulation and the discontinuation of
smoking. Further, it is stated that there is no evidence in form of
controlled studies to indicate these drugs are useful in preventing
symptoms associated with cerebral vascular disease.

RECOMMEXDATION:

1. That FSNs 6505-943-4384 CYCLANDELATE CAPSULES, 0.2 GRAM

+ (CYCLOSPASMOL) ;, 6505-890~1321 ISOXSUPRINE HYDROCHLORIDE TABLETS, 10 mg-
* (VASODILAN) and 6505-299-8052 TOLAZOLINE HYDROCHLORIDE TABLETS, 25 mg

" (PRISCOLINE) be type classified to. "LIMITED STANDARD" with eventual
deletion from the Federal Supply Catalog.
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SURJECT: REVIEW OF STANDARD STOCK-LISIED SEDATIVE=HYPNOTICS
BACKGROUND :

1. TITEM IDSNT: ~6505-616-9068 GLUTETHIMIDE TABLEIS, NF, 0.5 GRAM
UNIT OF ISSUE/PRICE: 50Cs BT/$9.20 - COST PER TABLET: $0.0184
ANNUAL DEMAND DATA: ARMY - 461; NAVY - 467; AIR FORCE - 491
TRADE MARK NAME: "DORIDEN" )

DISCUSSION:

1. GLUTETHIMIDE is a barbiturate substitute which many pharmacologists
consider to be highly dangerous, both in terms of its propensity for
abuse and the extremely difficult problems in managing overdosage.

RECOMMENDATION:

1. That FSN 6505-616-9068 GLUTETHIMIDE TABLETS, NF, be type
classified to "LIMITED STANDARD" with eventual deletion from the
Federal Supply Catalog.
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SUBJECT: RuVIEW OF STANDARD STOCK-LISTED GASTROINTESTIONAL: ANTISPASMODICS -
BACKGROUND

1. ITEM IDENT: - 65052783+0242. GLYCOPYRROLATE TABLETS, 1 mg :
UNIT. OF ISSUE/PRICE “100s -BT/$2.51 . COST PER TABLET: $0.025 |
'ANNJAL DEMAND DATA: - ARMY - 3, 810 NAVY - 1,346; AIR FORCE - 3,333
TRADE MARK NAME: “"ROBINUL"

‘-2, ITEM IDENT: 6505~ 777-8911 GLYCOPYRROLATE AND PHENOBARBITAL TABLETS
UNIT OF ISSUE[PRICE 500s BT/$13.00 < COST PER TABLET: - $0.026
- ANNUAL DEMAND DATA: ~ARMY - 1305 NAVY - 168; AIR FORCE - 382
“TRADE MARK NAME “ROBINUL-PH" 5

:DISCUSSION*

1. According to medical authorities, efficacy of GLYCOPYRROLAIE
has not been established. Further, t:here is no reason to use’ it in a
fixed comoinatlon with Phenobarbitél. : .

REC\,.Z AENDY kTION

1. That FSNs 6505~783-0242 GLYCOPYRROLAIE TABLETS 1 ng (ROBINUL)
"and $505-777-8911 GLY COPYRROLATE “AND PHENOBARBITAL TABLETS (ROBINUL~PH)
be type classified to "LIMITED STANDARD" with eventual. deletlon from

the Federal Supply Catalog,
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SUBJECT: REVIEW OF STANDARD STOCK-LISTED ANTACIDS
BACKGROUND:

1. ITEM IDENT: 6505-890-1658 CALCIUM CARBONATE AND AMINOACETIC
ACID TABLETS
UNIT OF ISSUE/PRICE: 500s.BT/$2.88 - COST PER TABLET: $0.0058
ANNUAL DEMAND DATA: ARMY - 17,799; NAVY - 9,878; AIR FORCE - 11,149
TRADE MARK NAME: "“TITRALAC" and others

DISCUSSION:

1. Medical authorities state that a mixture of CALCIUM CARBONATE AND
AMINOACETIC ACID (GLYCINE) is not more effective than aluminum Hydroxide
(the basic ingredient in most antacids). Furthermore, it is more
expensive and is more likely tc lead to alkalosis.

. CCMMENDATION:

1. That FSN 6505-890-1658 CALCIUM CARBONATE AND AMINOACETIC ACID

TABLETS be type classified to "LIMITED STANDARD" with eventual deletion
from the Federal Supply Catalog.
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SUBJECT: ' REVIEW OF STANDARD STOCK-LISTED SKELETAL MUSCLE RELAXANTS
BACKGROUND: - '

1. ITEM IDENT: 6505*062‘&833 CARISOPRODOL TABLETS Sugar Coated,
9,35 Gram :
UNIT OF'ISSUE[PR*CE‘5 100s BT/$3.90 OST PE ABLET $0 039
N ANNUAL DEMAND DAT.: ARMY = 1,431; NAVY = 1,597; AIR FORG& - 1,402
TRADE MARK NAME: "RELA"

2.  ITEM IDENT: - 6505-904-3256 CARISOPRODOL TABLETS, Uncoated, 0.35 Gram
UNIT OF ISSUE/PRICE: 100s BT/$4.18  COST PER TABLET: $0.0418
ANNUAL DEMAND DATA: ARMY = 512 NAVY = 1,839; AIR FORCE - 1,090

TRADE MARK NAME: "SOMAW

DISCUSSION:

1. ARISOPRODOL chemically related to boch Mephenesin and Meproba-
mate Analgesic group of drugs. Authorities state that it has been found
‘superior’ to Placebo in the treatment of various. musculo=gkeletal: com=
plaints, but it is uncertain whether its performance .is. superior to
substantial doses of ‘tranquilizexrs or sedatives. .-

RECOMMENDATION'

1. That FSNs 6505-062 4833 CAYISOPRODOL TABLETS, Sugar Coated 0.35
Gram (RELA) and 6505-904-3256 CARISOPRODOL TABLETS, Uncoated, 0. 35 Gram
(SOMA) be type classified to "LIMITED STANDARD" with eventual deletion
from the Federal Supply Catalog.
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SUBJECT: © REVIEW OF STANDARD STOCK-LISTED SKELETAL MUSCLE RELAXANTS
BACKGROUND :

1. ITEM IDENT: 6505-890-1562 ORPHENADRINE CITRATE TABLETS, 100mg
UNIT OF ISSUE/PRICE: 50s BT/$5.10 COST PER TABLET: $0.102
/ANNUAL DEMAND DATA: ARMY - 3,505; NAVY - 4,216; AIR FORCE - 6,095
TRADE MARK NAME: “NORFLEX" ' ’

DISCUSSION:

1. The skeletal muscle relaxants are basically sedatives, several
being related to Meprobamate. Medical authorities doubt: whether .or
not any of these agents offer any advantage over Meprobamate, -ORPHENA-
DRINE is a drug similar to agents used for treating rigidity and tremors
of Parkinson's Discise. Medical authorities question- the suitability
of ORPHENADRINE for its customary usage, i.e., muscle pain and spasm
such as back pain or stiff neck.

2,  There is quescionable effectiveness in addition to ﬁigh cost
in relation to other agents in this thérapeutic group.

RECCENDATION:

1, That FSN 6505-890‘1562 ORPHENADRINE CITRATE TABLETS, 100mg
(NORFPLEX) be type classified to MLIMITED -STANDARD" with eventual
deletion from the Federal Supply Catalog.



COMPETITIVE. PROBLEMS IN THE DRUG INDUSTRY ~ 8217

- SUBJECT: REVIEW OF STANDARD STOCK-LISTED- ANTIEMETICS

BACKGROUND :
1. ITEM IDENT: 6505-754-0086 DICYCLOMINE HYDROCHLORIDE, DOXYLAMINE-
SUCCINATE, AND PYRIDOXINE HYDROCHLORIDE

: : = © TABLETS
UNIT OF ISSUR/ERICE: 100s BT/$4.36 COST ‘PER TABLET: $o.0436
ANNUAL DEMAND DATA: ARMY - 52,530; NAVY - 40,361; AIR-TORCE - 46,303
- TRADE MARK- NAME: “BENDECTIN" :

- DISCUSSION:

1. The above agent accordxng to medical authorities, is an expensive
mixture of xngredxents,none with adequate evidence of efficaty.

2. item is telacivelyiexpensive.
RECOMMENDATION: .

1. That FSN 6505-754~ 0086 DICYGLOMINE HYDROCHLOQIDE DOXYLAMINE
SUCCINATE - AND PYRIDOXINE EY7S CCHLORIDE: TABLETS (BENDECTIN) be type-~

elassified: to "LIMITED' STANDARD" with eventuul deletion ftam ‘the
., ?ederal Supply " Catalog.' s

59-581 0—71—pt. 20-——18 - -
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SUBJECT: REVIEW OF STANDARD STOCK-LISTED ANALGESICS

BACKGROUND :

1. ITEM IDENT: 6505-890-2024 PROPOXYPHENE HYDROCHLORIDE, 32 mg,
ASPIRIN, AND PHENAGLYCODOL CAPSULES
UNIT OF ISSUE/PRICE: 500s BT/$13.80 COST PER CAPSULE: $0.0276
ANNUAL DEMAND DATA: ARMY - 481; NAVY - 1,258; AIR FORCE - 1,126
IRADE MARK NAME: "DARVO-TRAN"

2. IIEM IDENT: 6505-913-7907 PROPOXYPHENE HYDROCHLORIDE, 65 mg,
WITH APC CAPSULES
UNIT OF YSSUE/PRICE: 100s BX/$2.14  COST PER CAPSULE: $0.0214 "
ANNUAL DEMAND DATA: - ARMY - 2,534; NAVY - 215; AIR FORCE - 266
TRADE MARK NAME: . "DARVON COMPOUND 65"

3. ITEM JDENT: 6505-784-4976 PROPOXYPHENE HYDROCHLORIDE, 65 mg,
WITH APC CAPSULES )
UNIT OF ISSUE/PRICE: 500s BT/$13.70 COST PER CAPSULE: :$0.0274
AlUIAL DEMAND DATA: ARMY - 24,198; NAVY - 26,388; AIR FORCE - 32,376
IRADE MARK NAME: “DARVON COMPOUND 65"

4. - ITEM IDENT: 6505-958-2364 PROPOXYPHENE HYDROCHLORIDE CAPSULES
UNIT OF ISSUE/PRICE: 500s BT/$13.30 COST PER CAPSULE: $0,0266
ASNUAL DEMANDDATA: ARMY - 12,728; NAVY - 5,459; AIR FORCE - 7,094
IRADE MARK NAME: “DARVON"

DISCUSSION:

. Medical authorities state that PROPOXYPHENE is a weaker
analgesic than Codiene and no more effectlve than aspirin in equlvalent
doses.

2. There is a questlonable advantage of PROPOXYPHENE over much less
expzasive and proven analgesics.

RECCIIMENDATION:

1. That FSNs 6505-890-2024 PROPOXYPHENE HYDROCHLORIDE, 32 mg,
ASPIRIN, AND PHENAGLYCODOL CAPSULE3, 6505-913-7907 PROPOXYPHINE HYDRO-
CHLORIDE, 65 mg, WITH APC CAPSULES, 6505-784-4976 PROPOXYPHENE HYCRO-
CHLORIDZ, 65 mg, WITH APC CAPSULES, and 6505-958~2364 PROPOXYPHENE
HYDROCHLORIDE CAPSULES be type-classified to '"LIMITED STANDARD" with
eventuzl deletion from the Federal Supply Catalog.
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SUBJECT: REVIEW OF STANDARD STOCK-LISTED ANALGESICS
BACRGROUND

1. ITEM IDENT: 6505-687-7901 ASPIRIN AND ETHOHEPTAZINE TABLETS-
.UNIT OF ISSUE/PRICE: - 1000s BT/$15.80 COST PER TABLET: $0.0158
ANNUAL DEMAND DATA: ARMY = 13,481; NAVY - 2 661} AIR FORCE - 3,188
IRADE MARK NAME: "ZACTIRIN"

DISCUSSION

1. Medical authorities state that studies indicate that ETHOHEPTAZINE
in clinically used doses has little or no analgesi¢ activity,

COMMENDAIION
Lk That FSN 6505 687-7901 ASPIRIN AND ETHOHEPTAZINE TABLETS

be type-classxfled to "LIMITED STANDARD" with eventual deletion: from
the Federal Supply Catalog. o
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Senator Nerson. In your review of drug purchasing policy do
you also intend to look into the fixed combination drugs of all
kinds? I have a list of fixed combinations purchased by your Agency,
and it is a long one. As you are aware, I am sure, the position taken
by the National Academy of Sciences-National Research Council was
against fixed combinations as a general proposition and those that
they approved were simply exceptions to their general position.

When Dr. Edwards was before the committee I  asked the

uestion: “Is it not, however, correct that the NAS-NRC position
thus far on fixed combination dosage form is that the fixed com-
binations that they have endorsed have been an exception to the
rule?” Dr. Edwards said, “That is correct.”

Dr. Simmons, Director of the Bureau of Drugs, FDA, commenting,
stated: “No drug should be present in a fixed dose combination
unless its Ipresence clearly enhances safety or efficacy, and unfortu.
‘nately most combination drugs to this point have not developed that
type of efficacy.” : _

Are you reviewing that question of fixed combinations, also?

General Haves. We have reviewed this. We did not have for some
time now any of the anti-infectives such as Panalba, and so on.
We have some combination drugs such as Ornade, Tuss-Ornade.
These are included in this review group that I just have been
speaking about.

These are going out for review as to “do we include them”? Do
we diminish their use? Do we control their use? ,

This will be a professional recommendation from our using. pro-
fessional people.

Mr. Gorpon. General, Mr. Staats, the Comptroller General, said that
there is no routine exchange of inspection information between the
DSA and the Food and Drug Administration. Do you have an
changes in mind or are you planning to get together with the FD
to exchange inspection information?

General Hares. Mr. Feinberg will answer that question.

Mr. FrinBere. Mr. Gordon, we do have extensive exchange of
information through the IPADD organization—the Intra-Profes-
sional Advisory Council for Drugs and Devices. We exchange with—
I will list some of the points that we cover—all specifications :are
sent to the FDA, the VA, GSA, Public Health Service, the NITH
for biologicals, and we also exchange this information with the USP,
NF, and HEW., :

Insofar as the plant information is concerned, at one time we did
prepare a list. We found that this list was antiquated by the time
we finished typing it because of the surveys that we perform, the
fact that we guided toward a product in a different determination,
“-that the list in fact was never up to date and we felt that may be
prejudicial to some of these companies who had been rejected and
we may not have returned for a survey because they did not—they
were not in contention for another award to have this as an-indica-
tion to the other activities that they are a rejected company. :

Now, we do, however, communicate on about a weekly basis with
the VA as it pertains to qualification of companies. Before they go
on the survey, they ask us by telephone what our last findings have
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been, the types of deficiencies if there were any, and the types of-
items we were inspecting them for.. . e

Conversely, before we go on the survey, we touch base with them,
too. So although there has not been this formal list sent out as in
the past, we have covered this in every way. , :

Senator Nerson. How many inspectors do you have in DOD¢

Mr. Frineere. In 1970 we had 48 DCAS inspectors.

‘Senator NELSON. Forty-ei%ht\what? , e s

Mr. Frinsere. Forty-eight drug inspectors who were inspecting
drug plants and products for us, but these 48 operate on a part-time
basis. They inspect other commodities for DSA, and as the statement
indicated, about twenty man-years are spent in inspection for drugs.
* Senator NeLsoN. Annually?. v Lo SR e s

Mr. Frinsere. Yes, annually. : ; T

Senator NELsox. Is there any particular advantage in having the
FDA have its inspectors inspecting plants and the Veterans’ Admin-
istration having its inspectors and the Department of Defense having
its inspectors? Or to put it another way: Is there any reason why
they shouldn’t all be in the FDA? iy ‘

Mr. Frinsere. Well, Mr. Nelson—— LR

Captain MacPuersoN. If I might, Mr. Nelson, there appears to
be a difference in the philosophy involved concerning the approach
to inspection and‘quagty control by the two agencies. FDA’s in-
spections are plant-oriented and ours are product-oriented.

Should FDA determine a plant to be in violation of good manu-
facturing practices, recourse would be through legal channels. When
we inspeet a glant, we look not only at the physical layout but the
equipment and the personnel and the quality control in relation to a
specific product which we are going to buy. The plant may be manu-
facturing a number of items in an acceptable manner except for the
one product in which we have interest and this could be the cause for
our rejection. . - v : : e : ERE

We ‘as a contractual agency attempt to prevent the introduction -
into our system of defective medical material. FDA as a regulatory
agency removes from commerce any material that it determines to be
irieﬂfecti've or defective at some time after it has reached the market
place. ‘ o i _
~ Senator NErrson. You inspect only for purposes of purchasing
under a particular proposed contract? T f

Mr. FrinBeRg. Yes, sir. .~

" Senator Nerson. And do you inspect every time you are making a
purchase? S L : B e
‘Mr. Fernserg. Well, our policy on that, sir, is that if a company
" had previously successfully supplied the item or the company is one

which we know has the capability to produce the ‘item, we do not

perform an inspection for' qualification of the company. Of course,
we have product inspection when the material is manufactured and
before it is accepted. Relocation, yes. But where a company is in-
spected and found to have minor deficiencies, we indicate what the
corrections must be and if they show a desire to make these correc-
ions, we will attempt to delay the procurement until they make these
corrections and we can verify it. e : i
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Now, in those instances where the deficiencies are of a major nature
and they could not possibly make these corrections within a timely
fashion, or they may not have the desire to make the correction, then,
of course, the company is disqualified for that particular procure-
ment.

Senator NELsoN. You say you make a product inspection. How is
that done? Do you take a sample of something coming off the line
and have it assayed to see whether it meets USP-NF standards?

Mr. Feinsere. No, sir; we don’t do that precisely. We inspect the
plant for its total operation and this would include the personnel
qualification, the plant arrangement, the line of equipment, the meth-
ods, systems and procedures used in manufacturing that item or pro-
posed to manufacture that item, and, of course, the housekeeping and
the stability that the company has developed for that product and,
of course, stability is a very important point for us.

Senator Nerson. With respect to these items of inspection that you
r%ake,?and that you have just recited, doesn’t the FDA cover the same
thin, ‘

M% FrinBera. Well, the FDA does, assumingly does, I don’t know
myself, but the FDA is in a different situation. They act from a point.
of view of regulation and the FDA by necessity, I assume, permits
companies to manufacture in spite of the fact that they are not in com-
pliance with the good manufacturing practices, and as I understand,
in the testimony that Dr. Edwards gave before you, sir, he stated
that there were—there was the intensified drug inspection for some
230-some-odd companies and that 147 I believe have gotten to the
point now where they are willing to comply with the good manufac-
turing practices. '

Well, during that period they were manufacturing but they were
still not complying because FDA apparently cannot stop production
within whatever regulations they operate. o

Dr. Edwards also stated that there were 44 companies, and I be-
- lieve he gave a list of the companies, that were presently under this
intensified drug inspection and gave some statistics as to how many—
-what the categories were.

Well, we had an opportunity to review that list and of those 44,
we had only contracted with one company and that one company
contracted for us in a different location, different area, and which we
had found at that time to be acceptable.

Senator NerLson. When you say only one out of 44, this 44 was in
what category ? Co C

}\(/lIr. FEeinBeEre. Well, it is the one where Commissioner Edwards
said : :

Since July 1968 FDA has initiated intensified inspection of 287 drug manufac-
turers and associated‘commercial testing laboratories. In 147 of the terminated
cases, voluntary compliance with the GMP regulations was achieved through
a dialogue between FDA district personnel and plant management. In the
forty-four remaining cases are twenty-three which are now the subject of
legal action and twenty-one firms which are going out of the drug business
because of their inability to come into compliance.

Senator NeLsoN. Well, now this 21 and 23 are different firms. That
makes your 44. ‘

Mr. Frinsere. That is right, sir. If I gave a different number, I
was wrong.
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Senator NeLsoN. No. TS T o e

Mr. Frineere. Well, what I was pointing out, sir, was you made
reference to FDA inspection. FDA does inspect. They apparently tell
the companies what it is that is wrong and then await the action of
the company during which time the company does produce on the
market place. =~ - -

In our case, if the company is not in compliance with the required
pharmaceutical practices, they are not qualified to get—to be awarded
‘a contract for that item. , o Lo

~ Senator Nrrson. Are your required manufacturing practices dif-
ferent from the FDA ¢ , . '

Mr, FemnBere. Well, the FDA has just come out with its. new good
manufacturing practices which become effective this month and we
have reviewed that and I would say that there are some areas of dif-
ferences but there are none of much magnitude. - :

If you would like, I can review for you some of the differences.

_ Senator NELson. What are the differences that you consider might
be significant ¢ ; . o . , :

Mr. Frinsere. The FDA good manufacturing practices do not re-
quire written procedures covering the receipt of new material, quality
control, packaging, and inspection of raw material.

Senator Newson. They do not require written what?

Mr. FrinBere. Written procedures for this, whereas we do.

Senator Nerson. What 1s a written procedure for this? What do
you mean? - . - ’ ) -

Mr. Frinsere. Well, this is where the quality control officials in
this case would identify in writing what it is that their employees
have to do, sort of like a check list. When material comes in, you
sample by some specific sample procedure. You send it to the labora-
tory for testing. You await the report from the laboratory. These are
systems methods and procedures that become necessary in order to
continually produce in a uniformly satisfactory manner. =

Senator Nerson. Now, what else is on that list that the FDA does
not require? R '

Mr. Feinsere. They do not require written procedure in this re-
spect. : : « o e s ,

‘pSenator NEerson. Does that mean that the company doesn’t have a
list of written procedures or that the company doesn’t follow these
procedures? : ,, P - :

Mr. Femneere. It means that the company has not established—
there is no doubt that many companies do have written procedures.
It is just that as a minimum that the FDA is asking for, they are
~ not saying that you have to have it. And for inspection purposes and

to produce on a uniform consistent basis, particularly where you have
people who are out sick, who go on vacation, you should have pro-
cedures so that the people in these various areas of manufacture know
precisely what has to be done., ‘ o
“Senator NeLsoN. And you would not purchase from any company
that didn’t have these enumerated written procedures? Is that what
you are saying? ; e G v
Mr. Feinsere. If they did not have these procedures, they would
not be qualified. However, they would be asked if in fact they want
- to do this, and give them the opportunity to do so.
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Senator NELson. How do you find out whether or not they follow
their own written procedures? ‘

Mr. Frinsere. We have—this is what our inspector does, one of the
things he does, when he visits a plant to determine the qualifications
of a low bidder.

Senator NeLson. What other significant differences are there?

Mr. Frineere. Well, we require, for example, calibration and stand-
ardization of equipment and instruments so that you would—so that
it is established that the balances that are used and the instruments
that are used are accurate, that the weights are. This is again a nor-
mal operating thing and it is required that they check it periodically.

Senator Nerson. Have you ever done any tests to find out whether
or not the drugs that you are purchasing are superior in any way to
those of other manufacturers—in other words, do you know whether
goufse meet certain standards, USP or NF standards, and others

on’t? ‘ ; ’

Mr. Feinere. We have not made comparisons with material on-
the market, no, sir. We have, of course, tested the material that we
have purchased.

Senator NrLson. Well, let’s assume that the FDA adopted these
written procedures that you are talking about. Is there any reason
why they shouldn’t do the inspection for DOD and VA, then?

Mr. Frinsere. Well, Mr. Nelson, we have not delved into the-
subject really at this point to discuss it at length.

General Havygs. I think I should answer part of that, Mr. Chair-
man. The FDA ‘inspects for some things, and we set standards in
some areas that are higher than the FDA’s of necessity. As I
mentioned in the statement, we have drugs that go all over the world,
under adverse circumstances, and we have had to set certain stand-
ards of packaging, for instance, certain standards of stability under
adverse circumstances. !

Therefore, our standards are even, if you shifted all of this
a}xl'_oulnd, our standards would have to be somewhat different along
the line.

Senator NELson. What are some of the standards of stability?
You say you are buying a drug in tablet form. It is going to go to
some other country. at is it you require that is different?

General Hayes. Well, Mr. Feinberg 1s going to amplify but I am
going to start it off a little bit. . o
~If you decide that you want a tablet at the end-using site, if the
case that the tablet started out in has been brought from the manu-
facturer to the depot, thrown from the depot into a truck, from the
truck to a ship, from the ship to the dock, from the dock to a truck,
the tablet off-loaded into something else, then juggled around in a
jeep and finally set out in a field unit for awhile, you want to be
sure at the end of all of that mechanical stress, and that is all we
atre talking about fundamentally in this discussion, you want to be
sure that you still have an intact tablet, that it hasn’t fallen apart
and you have only an amorphous mass of powder in the bottle.

‘Senator NrLsoN. You aren’t talking about a different quality
tablet. Tt is the same tablet' the company is selling to the general
public in this country. _
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General Haves. Not necessarily. =

Senator NErson. What do they do to the tablet to keep-it ‘from
falling apart? What tests have been made to show that the tablet
still ‘retains its biologic availability? '

- General Haves. That is another part of this also. I took the
mechanical aspect for simplicity because it is dose-related. If you
have a bottle of powder that is 100 tablets as it started, you don’t
‘know what you have for a dosage. On the other hand, we do have
problems of extremes of temperature and you can imagine what the
temperature, for instance, is in the storage ‘depot. at Cam Ranh Bay
in Vietnam as opposed to the more ideal circumstances in a stateside
drugstore. So we have to assure.that the potency is not affected
by the extremes of temperature, even if the tablet stays in ohe piece
through all of this mechanical manhandling. So we have these two
problems. : ' : ;

Senator Nurson. So you are saying that in a substantial number
of the drugs that you buy and send overseas, their compositions differ
somehow? Is that what you are saying? Not just packaging. It is
a question of compounding, putting the compound together in a dif-

~ ferent form or making a tablet that somehow or another has a‘dif-
ferent physical characteristic and still retains its therapeutic value?

General Haves. Mr. Feinberg will pick up now. o

Mr. Frineere. Mr. Nelson, we require as a result of the condi-
tions of temperature and long storage, as described by  General
Hayes, we introduced standards which are guided toward assuring
that if material does or is subjected to these conditions, that they
- would still be suitable for use at the time that they ultimately have
to be used. And some examples—water content in tablets. Tablets
. are made generally with granulations where syrup is added or water
is added and depending upon the amount of water or moisture that
remains in that tablet, and you do have some, will determine with
some items, many items, whether hydrolysis will take place, whether

the molecule will split up and whether you are going to have a suit-

able product after it is subjected to these various conditions. - -
So we would require in fact a tablet with a lower moisture content.
Now, when you get to that point, you have to"consider tablet
hardness. It may be so hard that: it won’t disintegrate. So we have
to introduce sometimes varying limits for disintegration or for
dissolution. - - ~ L T R
‘We have had in the past experiences dealing with excessive break-
age because the tablets or the products are handled the way they
‘have to be handled. We have in some instances bioavailability tests
where you test in advance to determine whether the tablets will
hold up under these conditions. And then wherever we can, we have
-what- we eall accelerated aging tests where we subject these same
products to some higher temperature, like 120 degrees for 2 weeks,
~sometimes ' varying from that, and attempt to establish whether
the mateérial will hold up under those circumstances in the laboratory
because if it doesn’t do it in the laboratory, it certainly will not hold

up in-the-field. ;

Now, when we do establish these kinds of information,.we then
“include them as a requirement of the specification. ;
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Senator NELson. Do these special specifications apply only to the
drugs you purchase for sending overseas or do you require that of
1(:,.verjgthlng you buy, for domestic consumption ang overseas consump-

ion?

Mr. Frinsere. We have one system. We do not know which bottle
will ultimately go from a depot to overseas versus a bottle going
domestically. '

Senator NerLsoN. How much does that add to the cost?

In other words, if you are having the manufacturer meet all
kinds of special problems in the process of putting the tablet or in-
jectable together that he doesn’t have to do for the domestic market,
what does that do to the cost of the drug you are buying?

Mr. FrinBere. I don’t know that, sir. But generally speaking, the
standards that we have are utilized by the companies in their com-
mercial market, too.

. Senator Nerson. Oh, so what you are talking about is automat-
ically done by them in their sales in the domestic market anyway.

Mr. FeinBere. So far as we know. ' :

_Senator NErson. Well, then, all this talk about these being spe-
cially designed tablets and drugs for Indonesia or elsewhere is all
_nonsense ?

General Hayes. No. That is a non sequitur, Mr. Chairman.

Senator NeLson. Pardon?

General Haves. That is a non sequitur.

Senator Nerson. What is? - v

General Haves. What Mr. Feinberg really is saying here is that
the specifications have been upped by the USP and the NF to come
to these more stringent specifications that we have talked about in
mal(liy areas because they have resulted in a better and more stable
product.

genator NEeLson. Well, then, if that is the USP and NF stand-
ard—

General Hayes. But it is not universal.

Senator Nrrson. Pardon?

General Haves. Tt is not universal.

Senator NerLson. What is not universal? .

General Havyrs. The fact that these standards have come up. Cap-
tain MacPherson would like to say a few words. L.

Senator Nerson. If it is adopted by the USP and NF it is uni-
versal so far as the United States is concerned. :

General Hayes. Not all products.

Senator NELson. So what you are saying is USP and NF adopted
these standards for some products but not for all products.

General Hayes. That is right. ‘ .

Senator Nerson. I must say that is a bit puzzling. I had a long
detailed explanation of how drug firms had to compound their drugs
differently for possible overseas use; that that is the only kind you
bought; and the company had to meet those standards or you
couldn’t buy them. Then I am told that these companies that you
approve of are producing their products for the domestic market
the same way. And now you are saying that they do it the same
way for some of their products but not for all of them, is that it?

Colonel Sxyper. If I may, sir— -
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_ Serllptor Nergon. I am just trying to get something straight
myself. : :

Colonel Snyper. Again, I think we may not be communicating too
well. The firms that we buy from do meet these standards but there
are many products marketed and many products that we examine
that do not meet these standards. This accounts for the rejection of
some of the unsuccessful contenders for our procurements. - -

Senator NELsoN. Are Xou saying that the firms you are dealin
with meet these standards both for your requirements overseas anﬁv
for the domestic market, too? Is that what you are sayin |

Colonel SnypER. Generally speaking: Again I don’t think you
can make a blanket statement but a firm that is involved in market-
ing a product under its brand name, where their total reputation is
dependent upon that, has a greater interest in the quality than a firm
which markets on an ad hoc basis for a particular segment of the
market. No, sir—— o v

Senator NeLson. A firm that—would you repeat that? ‘

Colonel Sxyper. A brand name product, if you will, from any
firm, and this can go through the entire industry—a firm whose name
and reputation and continued success in business is dependent upon

uality pays more attention to it than a firm that may be entering
the market for a particular opportunity to produce for a specific
contract. ; ‘ . .

Now, these conditions that Mr. Feinberg mentioned are met by
these firms that are regularly engaged in marketing a product. by
anyone who does business with us, but there are many firms who
apply whose products do not meet these standards. ,

This is not a universal condition. It is something that some people
do and some don’t. We try to do business with those that do. -

Senator Nrrson. Concerning your statement that those that mar-
ket under brand name meet a higher standard because their reputa-
tion is at stake~—— L , ) :

Colonel SxypER. Generally speaking. st L

Senator Nrrson. I am interested in that becauseiwe have been
trying to get any piece of evidence for 4 ‘years to show that that
was true and the brand-name companies can’t produce it. Dr. Ed-
wards testifying a few weeks ago said it ‘wasn’t-true. Do -you have

~any evidence of that? - - o e o

Colonel “Sxyper. I think more in”the negative rather than the

positive. We do have sybstantial evidence of rejection of products
- that ‘do not meet these standards. We also test on brand-name prod-
ucts and theéy usually do meet our standards. : ‘ T

Now, again, you are asking me’for a blanket -statement and this
is not possible. Generally speaking—this is true of any brand-name
product you buy, whether you buy an’ automobile or a suit. Someone
whose reputation— - . L

‘Senator Nrrson. Well, T would like to have the evidence because,
“as I said, T have been asking for it for 4 years and you assert that
it is there and so does the Pharmaceutical Manufacturers Associa-
tion, but nobody produces it. ‘

Dr. Edwards just recently testified: ‘

‘In today’s dtug scéne the brand name and géneric name drugs that are ap- -
proved by the FDA are, for all practical purposes, eq‘u'al.‘ drugs in-terms of their
potency, uniformity, et cetera.
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This has been the testimony of a number of experts over the past
years. As a matter of fact, the only massive test I am aware of was
for potency, and included 4,600 drugs. About 2,600 drugs were sold
by generic name and 2,000 were sold under brand names. I think
these are the figures—7.8 percent of the generic name drugs were
not of acceptable potency and about 8.8 percent of the brand names
flunked the test of potency. That is, they were above or below.

. Now, I know of no other large test on potency. So I am interested
in what evidence there is because we have been told that there isn’t
any difference between the quality of drugs sold by brand or generic
name in the marketplace. : .

Now, this might be the basis of your statement—let me read it to
you. I think it is a rather interesting, if not shocking, statement by
Col. W. V. Breyfogle, USA, former Chief, Division of Medical
Materiel, Defense Personnel Support Center, Defense Supply
Agency, 1968. This is in a speech he gave at the 21st Annual Meeting
of the Defense Supply Association and it was reprinted in “The
Review,” November-December 1968.

Listen to what he says. Now, if this is the basis of your statement,
then it is a good explanation because you have the brand name people
supplying you the specifications and, of course, they are the only
ones that can meet them: ‘

The first problem that has been bothering us for some time is our inability
to procure competitively. The policy of the Department of Defense as it has
been for many years is that we will obtain competition on our procurements to
the maximum extent possible. : .

- The major problem in our fallure to procure competitively is the nature of
the specifications that we are using. It has been said in the past that our
specifications are too restrictive in nature and thereby restrict competition.
There is some validity in this statement. - :

However, before you can understand why we have a problem in procuring
competitively, you must understand how items are selected for standardization
and stockage in our Defense Supply Depot system. Items that are standard-
ized by the Defense Medical Materiel Board and stocked in the DSA Depot
system were for the most part developed by industry or independent research
for use by the. civilian medical profession and for sale in the market place.

These items were presented to the Board for study and the determination
was that they would be stocked for use in ‘our system. i

Therefore, the specifications that are developed of necessity describe a cer:
tain mamifacturer’s item. Most of the information used in writing the specifica-
tions was furnished by the developer. Therefore, even if -we have a, pardon
the expression, generic specification, in many cases it merely describes the
generic equivalent of a brand name,

This is by Colonel Breyfogle, former Chief, Division of Medical
Materiel, Defense Personnel Support Center, Defense Supply Center.

I think that is a very fine explanation why brand names meet
your standards more frequently and why the generies fail it.

Do you want to comment on that?

Colonel Snyper. No. I am very familiar with that. 4

Senator Nerson. I am sure you must be. We have_used.it a cou-
ple of times before, and I have been waiting for an explanation which
I have never received. - o :

Captain MacPrErsow. If I may, Senator, in our opinion our spec-
ifications are not restrictive and any knowledgeable drug manufac-
turer can in fact supply us with the items that we want. The mili-
tary services are under no obligation to buy the drugs that we
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stock -If we do not have the sgeclﬁc item they want at an acceptable
prlce, they will purchase 1t rom another source.

~Senator Nerson. Who will :

Captain  MacPHERsON. The mllltary services. Detalled compre-
hensive specifications are re uired in order for us to procure a
product on a generic basis ‘which is as professmnally acoeptable as
the brand name item ‘which the physwlan has been accustomed to
~use and in which he has confidence. -

As an example of the success of our system in meetmg the de-
sired objectives; when FDA announced the recall of 711 items as
Commissioner Edwards mentioned in 1968, we had only four of
_ these items-in the systenr. In 1969 when they had 707, we had three.
And in the current fiscal year when they had’ 951, we had on]y one.
" Senator Nerson.. Who are “they?”

, Captaln MacPrErson. FDA. Commlsswner Edwards gave these

. figures in his testimony.

- Senator Nurson. I see. You mean they listed that number.
- Captain MacPrrrson. Of drug recalls, yes, sir.
Senator Nrrson. These were drug recall ﬁgures?
~Captain MacPurrson: Yes, sir,

Senator Nerson. Well, I dldn’t hear any satisfactory response to
.my statement but I guess the. record will speak for itself. :

~Let-me ask you this question: Is it correct that about half of your.
Furrlzhages are centrally purchased and the others are purchased
ocally : S ,
“General Haves. More correctly. 70-30
~Senator ‘Nrrson. 70-30.
* General Havis. Central: Versus local i
Senator NetsoN. 70-30.
* . General Hayrs. 70-30. As opposed to 50——50.
. Senator Nrrson. I see. Seventy: percent central? . ,
General Hayes. Central, ‘
Senator Nrrson. And the’ other 30 percent ig’ purchased IOcally?
“Gengéral Hayrs. Yes. . S
Senator NEerson. So- about $30 mllhon of $15O mllhon, 1s that_
a}hout t@he total? $100 mllhon centrally and $50 m11110n locally? Is .
-~ that it?
- General Havres. $94: ‘million- total and that WouId be aboiit 25 per-,
' .cent local out of the $94 million. L v
Senator Nrrson. So—— - ,

General Hayes. $25 million. ‘

‘Senator Nersown. In any event this. one-third, one- fourth whatever
is purchased locally, is not purohased under the standards that
‘;you establish for central purchasing? - :

General Haygs. ‘That is correct:

Senator Nrrsow. Do you find any dlﬁerence in.all of those drugs
that aré purchased locally? Are they used locally?

“ .+ General Hayes. They are used locally.

Senator NersoN. Do you find any problem with those Whlch are
different—for example, more ‘doctors complain about them ‘
General Hayes. In view of the fact that they are used locally and
~ rather rapldly, of course, we don’t have the shipping and storage
, cproblems in a breakdown of that kind. If therc are problems, these
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are brought to the therapeutic agents board and ultimately reported
up through the adverse reaction system.

Senator Nerson. Let me just conclude by saying, General, that it
strikes me that the Defense Department 1s approaching the whole
problem very sensibly and that, all in all, it looks to me as if you
have had a good record and it seems to me the procedures you have
established for examining the whole question of rational prescribing,
purchasing, and utilization of drugs is a sound approacll)).

Maybe a year from now when we have a record based upon
your new approach to the problem, you may wish to make a report
to the committee at that time. :

General Hayes. We would be glad to, Mr. Chairman.

Senator Nrrson. Thank you very much, gentlemen.

General Hayes. Thank you. :

(Upon the direction of the chairman, information pertinent to the
hearings follows:) -

DEPARTMENT OF THE AIR FORCE,
‘HeADQUARTERS, U.S. AR FoRCE,
Washington, D.C., November 27, 1970.
Reply to
Attn of : SGPAC
Subject : Rational Prescribing of Drugs
To: AAC, ADC, AFSC, AFLC, AFCS, ATC, AU, AFRES, CINCPACAF,
CINCUSAFE, HQ COMD USAF, MAC, CINCSAC, TAC, USAFA, USAFSO,
USAFSS. : .
(Surgeon) L

1. All Air Force Medical Service officers should, by now, be aware of the
National Academy of Sciences/National esearch Counecil drug efficacy study
which was begun in 1966 at Hthe request of the Food and Drug Administration.
The goal of this study was to review -all marketed drugs for therapeutic
efficacy. Some of the findings of this study have already been released, and
others will be forthcoming after the study is completed. To insure that these
findings are available to every Air Force redical facility, listings of all findings
will be reported initially in an ALMAJCOM letter and thereafter in Air Force
Medical Materiel letters (AFFMML) as they are released. Additionally, pro-
fessional guidance, policies, and therapeutic notes will appear regularly in the
USAF Medical Service Digest. It is the responsibility of each therapeutic com-
mittee to insure that the professional staff is advised of all such information
and guidance. . '

‘2. Drugs that are found to be ineffective will be removed from  the stock-
list and local purchase of such items will not be authorized. ; :

3. In addition to those drugs determined to be ineffective, there is the matter
of high cost drugs being:prescribed when equally effective but much -less ‘ex-
pensive drugs are available. Many experts are convinced that Librium and
Valium are vastly over-prescribed today. Similarly, Darvon probably has no
greater analgesic effectiveness than aspirin and there are. totally effective
low cost alternates for Ornade. Therapeutic committees must regularly review
their own drug consumption data to insure that formularies not only satisfy
the needs of the staff but.also accurately reflect the judgments of current med-
jcal literature and the harsh reality of austere finances. We cannot justify the
purchase of high cost drugs when equally effective but less expensive prepara-
tions are available. ; .

4. You are directed to take necessary action to insure that all medical service
officers are aware of this guidance. Rational prescribing must become a matter
of special interest to all of us in the future. © .

~ TroMmas H. CroUcCH,
Major General, USAF MC, .
For the Chief of Staff.

(Whereupon, at 11:35 a.m., the Subcommittee on Monopoly of the
Select Committee on Small Business adjourned, to reconvene at the
call of the Chair.) :

O



