Federal Register / Vol. 50, No. 40 / Thursday, February 28, 1985 / Rules and Regulations

8103

lending of securities or the writing of a
standardized call option) whereby any
other person may tender that security or
be deemed to own it and (i) he or his
agent has title to it, or (ii) he has
purchased, or has entered into an

unconditional contract, binding on both -

parties thereto, to purchase it but has
not yet received it, or (iii) he has a
standardized call option and has
exercised that option, or (iv) in the case
of a subject security he has converted,
exchahged, or exercised an equivalent
security that he awned (within the
meaning of paragraphs {a)(1) (i) or (ii) of
this section).

For the purpose of determining
ownership as of the end of the proration
period, securities that have been
tendered and not withdrawn are
deemed to be owned as of the end of the
proration period: Provided, however,
that a person shall be deemed to own a
security for purposes of this rule only to
the extent that he has a net long position
in such security.

(2) The term “equivalent security”
means (i) any security (including any
option, warrant, or other right to
purchase the subject security), issued by
the person whose securities are the
subject of the offer, that is immediately
convertible into, or exchangeable or
exercisable for, a subject security, or (ii)
any other right or option (other than a
standardized call option) that entitles
the holder thereof to acquire a subject
security, but only if the holder thereof
reasonably believes that the maker or
writer of the right or option has title to
and possession of the subject security
and upon exercise will promptly deliver
the subject security.

(5) A person's net long position, as
thal term is used in paragraph (a)(1) of
this section, shall be reduced by the
number of shares of the subject
securities deliverable upon exercise of
any standardized call option that the
person has written on or after the date
that a tender offer is first publicly
announced or otherwise made known by

———
' Securities Exchange Act Release No. 20799
(March 29, 1984), 49 FR 13887, 13871 (dissent of
Commissioner Cox).

the bidder to holders of the security to
be acquired, if the exercise price of such
option is lower than the highest tender
offer price or stated amount of the
consideration offered for the subject
security. If one or more other tender
offers for.the same security are ongoing
on such date, the announcement date for
the purposes of this paragarph shall be
that of the first announced offer.

(8) The term “standardized call
option™ means any call option that is
traded on an exchange, or for which
quotation information is disseminated in
an electronic interdealer quotation
system of a registered national
securities association.

By the Commission.

lm Wb.lﬁ.
Secretary.
February 22, 1985,

Separate Statement of Commissioner Cox

1 concur in the Commission's decision to
withdraw the proposed amendment to Rule
10b~4 under the Securities Exchange Act of
1934 that would have required delivery of all
shares tendered pursuant to & guarantee.

For the reasons stated in my dissent from
the adoption of the 1884 amendments to Rule
10b-4." I oppose the prohibition of hedged
tendering. Consequently, I dissent from the
adoption today of a further amendment to
Rule 10b-4 to prohibit hedged tendering
through the use of standardized call options.
[FR Doc. 85-4922 Filed 2-27-85; 8:45 am|]
BILLING CODE 8010-01-M

DEPARTMENT OF ENERGY

Federal Energy ulat
Commission VoY

18 CFR Part 282
[Docket No. RM79-14)

Incremental Pricing Regulations
Implementing the Incremental Pricing
Provision of the Natural Gas Policy Act
of 1978; OPPR of Publication of
Incremental Pricing Acquisition Cost
Thresholds Under Title Il of the NGPA

AGENCY: Federal Energy Regulatory
Commission, DOE.

ACTION: Order prescribing incremental
pricing thresholds.

SUMMARY: The Director of the Office of
Pipeline and Producer Regulation is
issuing the incremental pricing
acquisition cost thresholds prescribed
by Title II of the Natural Gas Policy Act
and 18 CFR 282.304. The Act requires the
Commission to compute and publish the
threshold prices before the beginning of
each month for which the figures apply.
Any cost of natural gas above the
applicable threshold is considered to be
an incremental gas cost subject to
incremental pricing surcharging.

EFFECTIVE DATE: March 1, 1985,

FOR FURTHER INFORMATION CONTACT:
Kenneth A. Williams, Federal Energy
Regulatory Commission, 825 N. Capitol
Street, NE., Washington, D.C. 20426,
(202) 357-8500.

SUPPLEMENTARY INFORMATION:

Order of the Director, OPPR
Issued: February 22, 1985.

Section 203 of the NGPA requires that
the Commission compute and make
available incremental pricing
acquisition cost threshold prices
prescribed in Title II before the
beginning of any month for which such
figures apply.

Pursuant to that mandate and
pursuant to § 375.307(1) of the
Commission’s regulations, delegating the
publication of such prices to the Director
of the Office of Pipeline and Producer
Regulation, the incremental pricing
acquisition cost threshold prices for the
month of March 1985 is issued by the
publication of a price table for the
applicable month. The incremental
pricing acquisition cost threshold prices
for months prior to March 1985 are
found in the tables in § 282.304.

List of Subjects in 18 CFR Part 282
Natural gas.
Kenneth A. Williams,

Director, Office of Pipeline and Producer
Regulation.
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[FR Doc. 854841 Filed 2-27-85; 845 am)
BILLING CODE 8717-01-M

DEPARTMENT OF JUSTICE
Drug Enforcemont Administration

21 CFR Part 1308
[Docket No. 83-101

Schedule Il to Schedule V of the
Controlled Substances Act

AGENCY: Drug Enforcement
Administration, Justice.

AcTiON: Final rule.

SUMMARY: This is a final rule removing
the drug buprenorphine from Schedule II
and placing it in Schedule V of the
Controlled Substances Act [CSA). \
Buprenorphine will continue to be
classified as & narcotic controlled
substance. This action was initiated
after receipt by the Drug Enforcement
Administration (DEA) of a letter from
the Assistant Secretary for Health,
Department of Health and Human
Services (DHHS) recommending that
buprenorphine be rescheduled to
Schedule V concurrent with the
approval by the Food and Drug
Administration of a8 New Drug
Application for buprenorphine, An
approved New Drug Application is a
prerequisite to the marketing of
buprenorphine or any new drug in the
United States. The effect of this rule is
to retain Schedule V registration,
recordkeeping and security
requirements on those who import,
export, manufacture, distribute,
dispense, or conduct any activity with
respect to buprenorphine. These
requirements are the same as those
required of any firm or individual
handling any Schedule V narcotic
controlled substance.

DATE: The effective date of this order is
April 1, 1985,

FOR FURTHER INFORMATION CONTACT:
Gene R. Haislip, Deputy Assistant
Administrator, Office of Division
Control, Drug Enforcement
Administration, Washington, D.C. 20537,
Phone: (202) 633-1172.

SUPPLEMENTARY INFORMATION:
List of Subjects in 21 CFR Part 1308

Administrative practice and
procedure, Drug traffic control,
Narcotics, Prescription drugs.

On September 20, 1982, the then-
Acting Administrator of the Drug
Enforcement Administration issued a
Notice of Proposed Rulemaking to
amend § 1308.15 of Title 21 of the Code
of Federal Regulations by placing
buprenorphine in Schedule V as a
narcotic controlled substance. 47 FR
41401, Buprenorphine was at that time a
Schedule II narcotic controlled
substance by virtue of being a derivative
of opium or an opiate. The scheduling-
action was initiated following receipt of
a letter dated May 12, 1982 from the
Assistant Secretary of Health on behalf
of the Secretary, Department of Health
and Human Services to the then-Acting
Administrator of DEA. The letter
notified DEA that the Food and Drug
Administration had approved a New
Drug Application for buprenorphine, an
analgesic drug with a potential for
abuse. The DHHS recommended that
buprenorphine be rescheduled into
chedule V and that the drug continue
to be classified as a narcotic because it
is a derivative of the opiate thebaine.
The DHHS reported in its findings that
buprenorphine has a low potential for
abuse relative to the drugs in Schedule
IV, that it has a currently accepted
medical use in treatment in the United
States, and that abuse of buprenorphine
may lead to limited physical
dependence or psychological
dependence relative to other drugs in
Schedule IV. The Notice of Proposed
Rulemaking allowed sixty days for
interested parties to submit comments,
objections, or requests for a hearing. On

November 11, 1882, Reckitt and Colman
Ltd., the patent holder for
buprenorphine, filed a request for a
hearing objecting to both continued
control of buprenorphine under any CSA
schedule and to classification of the
drug as a narcotic. McNeil
Pharmaceuticals, @ major manufacturer
of analgesics, also requested a hearing.
In response to the requests for hearing,
and having found that issues had been
raised which warranted a hearing, the
Acting Deputy Administrator of the Drug
Enforcement Administration requested
that the Agency's Administrative Law
Judge convene a hearing for the purpose
of receiving evidence and reporting his
findings, conclusions, and other
recommendations to the Administrator
of DEA. The proceeding was conducted
“on the record after opportunity for a
hearing” as required by 21 U.S.C. 811(s)
and in accordance with the
Administrative Procedure Act. 5 U.S.C.
556 and 557.

The authority and criteria for
classifying substances into schedules
under the Controlled Substances Ac! is
found in 21 U.S.C. 811. This section of
the Act sets forth the standards by
which the Attorney General and the
Secretary of the Department of Heal'h
and Human Services are to evaluale
substances for control or decontrol. The
Secretary of DHHS is charged with
making scientific and medical
evaluations, including scientific
evidence of a substance'’s
pharmacological effects, the state of
current scientific knowledge regarding
the drug or other substance, what risk
there is to the public health, the psychic
or physiological dependence liability of
the drug, and whether the substance is
an immediate precursor of a substance
already controlled under the Act. The
Attorney General must consider those
items presented by the Secretary, and It
addition must consider the actual or
relative potential for abuse of the
substance, the history and current
pattern of abuse, and the scope,
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duration and significance of abuse.
Buprenorphine was in Schedule I of the
CSA by virtue of its derivation from
thebaine. The substance had not been
approved for marketing in the United
States by the Food and Drug
Administration until 1982, It was
however, marketed in 28 countries in
Europe and Australasia prior to 1982.
Four hearing sessions, comprising 13
hearing days, were conducted before the
Administrative Law Judge. On October
24, 1984, the judge issued his Opinion
and Recommendations regarding the
rescheduling of buprenorphine. The
judge recommended that buprenorphine
not be controlled under the CSA, and
that the drug not be defined as a
narcotic. The judge presented two main
reasons for the decontrolling of
buprenorphine under the CSA. With
respect to evidence of abuse of
buprenorphine in Australia, New
Zealand and West Germany, the judge
characterized activities in those
countries, including evidence of theft,
prescription forgery, and a black market
for buprenorphine, as misuse rather than
nbuse, and pointed out that there was
no evidence presented of abuse or
misuse in more than a few of the
countries where the drug is marketed.
As a second basis for not scheduling
buprenorphine under the CSA, the judge
concluded that control of buprenorphine
would inhibit availability of the drug for
legitimate medical purposes. The judge
indicated that buprenorphine is a drug
for the treatment of moderate to severe
pain and that physicians might be
hesitant to prescribe the drug and
patients may suffer thereby. He also
noted that two similar drugs, nalbuphine
and butorphanol are not controlled and
he also distinguished buprenorphine
from pentazocine, another similar drug
which is controlled in Schedule IV of the
CSA. All four of these substances,
buprenorphine, nalbuphine,
bulorphanol, and pentazocine, are
considered analgesics and opiate
egonist-antagonist substances. The
judge also concluded and recommended
to the Administrator that buprenorphine
should not be classified as a narcotic
drug. The judge then recommended that
the Administrator adopt a rather narrow
d«*n}ni{;ic;_n of der:’vative. and that u;ilng
such definition, upxmnrgl.x;nn would
not be a derivative of thebaine. He
found that buprenorphine was not a
derivative of thebaine because there are
5ix or possibly seven steps required in
the chemical transportation from
thebaine to buprenorphine and some of
these steps are relatively complex. He
also noted that using the general
definition of derivative, aspirin can be

considered a derivative of thebaine
since it can be produced from thebaine,
The judge concluded that buprenorphine
is too chemically remote from thebaine
to be termed a derivative, and therefore
that buprenorphine is not a narcotic.

On November 13, 1884, counsel for
DEA and McNeil Pharmaceuticals filed
exceptions to the Opinion and
Recommendations of the Administrative
Law Judge, In reply, Reckitt and Colman
filed a Response to the exceptions on
December 7, 1984. On December 13,
1984, the Administrative Law Judge
certified and transmitted the record to
the Administrator of DEA. The record
included the Opinion and
Recommendations of the Administrative
Law Judge, the findings of fact and
conclusions of law proposed by all
parties, the exceptions filed by counsel
for DEA and McNeil Pharmaceuticals,
the response to those exceptions filed by
Reckitt and Colman, all of the exhibits
and affidavits, and all of the transcripts
of the hearing sessions.

The Administrator has carefully
reviewed the entire record in this matter
and hereby issues this final rule as
prescribed by 21 CFR 1316.87. The
Administrator declines to accept the
recommendations of the Administrative
Law Judge and finds that there is
substantial evidence in the record to
support the decision that buprenorphine
be placed in Schedule V as a narcotic
drug. The Administrator finds,
consistent with his decision that:

1. Buprenorphine has a low potential
for abuse relative to the drugs or other
substances in Schedule IV.

2. Buprenorphine has & currently
accepted medical use in treatment in the
United States.

3. Abuse of buprenorphine may lead
to limited physical dependence or
psychological dependence relative to the
drugs or other substances in Schedule
v

In support of the above listed findings,
the Administrator makes the following
specific factual findings:

1. Buprenorphine is an analgesic,
agonist-antagonist drug.

2. Buprenorphine is 8 morphine-like

.drugthatiszswsotimummpotant

than morphine and is longer acting.

3. Buprenorphine, in human testing,
has been found to have a "mood
elevating” effect, and to produce other
morphine-like effects, including
“euphoria."

4. Buprenorphine has been approved
by the Food and Drug Administration
for treatment of moderate to severe
pain.

5. Animal studies with buprenorphine
indicate that rats will spontaneously

initiate self-administration of
buprenorphine, although at a lower rate
than they will self-administer codeine, a
Schedule III narcotic controlled
substance.

8. Buprenorphine was recognized as
an opiate in animal studies in which rats
were trained to discriminate fentanyl, a
Schedule II opiate from saline,

7. In human tests utilizing
buprenorphine, morphine and & placebo,
duprenorphine was identified as an
opiate by both subjects and observers.

8. In the scheduling recommendation
the Assistant Secretary of Health,
Department of Health and Human
Services recommended narcotic
classification for buprenorphine “based
on the chemical derivation of
buprenorphine from thebaine, an opium
constituent.”

9. The thebaine ring skeleton and
structure are contained within the
structure of buprenorphine.

10. Thebaine is converted to
buprenorphine through the Diels-Alder
adduct of thebaine. The conversion of
the Diels-Alder adduct of thebaine to
buprenorphine is by way of standard
chemical reactions,

11. The developer of buprenorphine
described buprenorphine as a thebaine
derivative.

12. Van Nostrand's Scientific
Encyclopedio, 5th Ed. defines derivative
as:

A term used in organic chemistry to
express the relation between certain known
ar hypothetical substances and the compound
formed from them by simple chemical
processes in which the nucleus or skeleton of
the parent substance exists. Usually the term
applies to those compounds where the
resulting compound is formed in one step,
although a chain of steps may be involved in
some cases depending easentially upon how
easy it is to identify the “derivative™ within
the parent substance. Where a chain of stepa
is involved, the intervening compounds often
are called "“intarmediatea” rather than
“derivatives.”

13. There are four agonist-antagonist
analgesics approved for marketing in the
United States; buprenorphine,
butorphanol, nalbuphine, and
pentazocine.

14. Pentazocine and buprenorphine
are both centrally acting analgesics
having antagonistic properties and act
at the mu and kappa receptors of the
brain.

15. Pentazocine was controlled under
the CSA in Schedule IV in 1878 after
evidence of its widespread abuse in the
United States was documented.

16, Buprenorphine is currently
marketed in 28 countries in Europe and
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Australasia under the trade name
Temgesic.

17. Buprenorphine was initially
marketed in Australia in its injectable
form in November, 1982,

18. Buprenorphine was not approved
in Australia for treatment of opiate
addiction.

19. By October, 1983, 87 registered
addicts in Australia received
prescriptions for buprenorphine in
Western Australia.

20. In early 1984, an illicit market for
buprenorphine developed in Western
Australia where ampules of
buprenorphine were selling for $20 to
$50 Austrialian each. (U.S. equivalent $
.90 per Australian dollar at that time)

21, Buprenorphine, in its injectable
form, was approved for marketing in
New Zealand in May, 1979. The oral
formulation was approved for use in
New Zealand in April, 1981,

22, From August, 1982 to December,
1982 the Auckland Hospital Outpatient
Pharmacy in New Zealand filled 667
prescriptions for oral buprenorphine,
27% were for known or suspected drug
abusers.

23. The New Zealand Department of
Health received information that
through July 31, 1983, there had been at
least 280 instances of known drug
abusers visiting doctors and specifically
seeking buprenorphine.

24. Many prescription alterations and
forgeries of buprenorphine prescriptions
were reported in New Zealand for the
period up to July, 1983.

25. On September 5, 1983,
buprenorphine became a controlled drug
in New Zealand.

26. In Christchurch, New Zealand
buprenorphine tablets were selling for
between NZ $10 and NZ $15 per tablet.
(U.S. equivalent $.64 per New Zealand
dollar at that time)

27. Buprenorphine was approved for
marketing in the Federal Republic of
Germany (West Germany) in injectable
form in February, 1981, and in oral,
sublingual form in May, 1983.

28, By June 24, 1983, the Federal
German Office of Criminal Investigation
had received reports of 142 known
instances of illegal obtaining of
buprenorphine, from a total of 168
buprenorphine-related offenses, Of the
168 reported offenses, 131 involved
prescription falsification and 24
involved theft and/or criminal
conversion.

29. For the year 1983, the total number
of buprenorphine-related criminal
mcidents reported to the Federal
German Office of Criminal Investigation
was 336.

30. In February, 1983 there was an
armed robbery of a pharmacy in West

Germany where the robber demanded
only Temgesic, the brand name for
buprenorphine. In all of 1982 there were
only 35 armed robberies of pharmacies
in all of West Germany.

31, In Munich, West Germany, an
individual diverted 300 packages of
buprenorphine from a wholesaler. This
individual was himself subsequently
robbed by force of the buprenorphine.

32. A black market for buprenorphine
has developed in southern West
Germany.

33. As of March, 1984 there have been
130 documented cases of buprenorphine
abusers in Wes! Germany. Seventy
percent of these abusers were street
drug abusers and 27% were those who
abused medical drugs.

34. On March 7, 1984, the West
German Narcotic Advisory Council
recommended to the West German
government that buprenorphine be
controlled.

35. As of March, 1984 buprenorphine
hacll not been approved for marketing in
Italy.

36. In December, 1982 a physician in
northwestern Italy who treats drug
dependent patients reported many
patients taking buprenorphine. The
physician reported the drug was being
obtained in Switzerland via
prescription.

37. Heroin addicts in Genoa, Italy
were using buprenorphine obtained by
prescriptions filled in Swiss pharmacies
as a heroin substitute. These individuals
were using 10 to 30 vials of
buprenorphine a day.

38. At the insistence of an Italian
National Police authority in Genoa, a
Swiss official circulated an order to
Swiss pharmacists along the Italian
border directing them not to fill
prescriptions writfen by Italian doctors.

39. On August 21, 1983, the Italian
Ministry of Health placed
buprenorphine in Table IV of the
Narcotic Act, lllegal distribution of a
Table IV drug is subject to substantial
criminal penalties including fines and
imprisonment.

Evidence of abuse of buprenorphine is
well documented in Australia, New
Zealand, West Germany and Italy.
Although characterized by the
Administrative Law Judge in his*
Opinion as primarily "misuse"” as
opposed to "abuse", the Administrator
finds the activity described in the record
was most assuredly “abuse.” The
Administrative Law Judge described
“misuse” as use of a drug in a manner
not approved by medical authorities.
Evidence adduced in the course of these
proceedings showed that individuals
were seeking buprenorphine as a
morphine or heroin substitute. They

were seeking the drug for its
euphorogenic effects. They were seeking
it not to ameliorate the pain from
surgery, injury or illness, but to forestall
the onset of narcatic withdrawal
symptoms.

Addicts and drug abusers of all
descriptions commonly attempt to
obtain prescriptions for controlled
substances by "duping" physicians with
sesmingly legitimate complaints. In the
United States, this method is often used
to obtain'narcotics, depressants and
stimulants. In West Germany and New
Zealand, it was also used to obtain
buprenorphine, Addicts in New Zealand
sought buprenorphine tablets which
they then dissolved in water and
injected intravenously. This is not
misuse. This activily is precisély what
the Administrator has come to know as
diversion of legitimately produced drugs
for purposes of their subsequent abuse.
The evidence in this case described
burglaries and armed robberies in which
buprenorphine was the targeted drug.
The forgery and alteration of
buprenorphine prescriptions was
reported as was a black market for
buprenorphine tablets. These activities
provide substantial evidence that
buprenorphine not only has a potential
for abuse, but that it is actually being
abused and has developed a following
among addicts and abusers. The pattern
of abuse of buprenorphine in Europe
and Australasia is identical to the
pattern of abuse for other legitimately
produced pharmaceuticals in the United
States. As a result of this abuse of
buprenorphine the drug has become
controlled in New Zealand and ltaly and
has been proposed for control by Wes!
German authorities. The Administrator
finds that the rapid onset of significant
abuse of buprenorphine in these
Western countries is of particular
importance with respect to his decision
to retain some controls on
buprenorphine in the United States. The
potential for abuse of buprenorphine is
evident from its pharmacological
properties and the fact that it does
produce physical and psychological
dependence. Buprenophine’s morphine-
like effects are mentioned throughout
the record in this proceeding. The drug
seeking behavior of documented drug
abusers in the countries where the drug
is marketed reinforces this statement.

The Administrative Law Judge placed
great weight on the fact that two drugs
with properties similar to buprenorphine
are not currently controlled under the
CSA. The Administrator finds that the
fact that butorphanol and nalbuphine
are not currently classified as controlled
substances carries little if any weight in
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this proceeding. The scheduling of these
two substances is not at issue in this
matter. At such time as evidence of
abuse of butorphanol and nalbuphine
are presented to DEA, they will be
specifically evaluated for control under
the CSA.

Control of a legitimately marketed
pharmaceutical drug may have some
cffect on the decision of a physician to
prescribe that drug. There may be some
physicians who are reluctant to
presuribe any controlled substance.
However, the Administrator noles that
oral codeine analgesics are among the
most widely prescribed drugs in this
country. These drugs are classified as
Schedules IT'and III narcotics. If such
classification has not deterred
physicians from prescribing those drugs,
the Administrator finds it difficult to
understand how one can seriously
contend that Schedule V contrals will
somehow deter legitimate prescribing of
buprenorphine. The proper prescribing
of drugs is a question of medical
practice. The placing of a drug in
Schedule V will alert a physician that
the drug does cause limited physical and
psychological dependence. This is
valuable information for a physician to
possess before prescribing any drug. The
Administrative Law Judge in his
Opinion and Recommendations refers to
the “real world" where physicians may
be unwilling to prescribe a controlled
substance. The Administrator notes that
the “real world" includes the fact of
drug abuse, and the recognition that a
large population of individuals in the
United States abuse all types of
The Administrator also recognizes that
the drug abuse problem is related to
crime and other societal problems. The
Administrator has & duty to protect the
public health and safety. He concludes
that the potential for abuse of
buprenorphine far outweighs any
potential reluctance on the part of a
physician to prescribe a drug as pain
medication. In conclusion, the
Administrator finds that buprenorphine
has a potential for abuse sufficient to
warrant its control in Schedule V of the
Controlled Substances Act. There is
substantial evidence of actual abuse of
buprenorphine in foreign gountries, as
well a8 potential for abuse in the United
States. The public health and safety
di'mam;s that control of this drug be
elained,

The Administrator recognizes that
designating a drug as a narcotic does
have regulatory and possible
‘nternational drug control ramifications.
s the judge noted in his Opinion, a
narcotic controlled substance requires

‘Il import permit and special findings

with respect to medical need and
adequacy of domestic supply for each
importation. Prescriptions may not be
issued for a narcotic for purposes of
maintenance or detoxification
treatment. However, there are many
pharmacguticals controlled as Schedule
V narcotics in the United States which
are regularly prescribed and dispensed
for medical purposes and such controls
do not deter their legitimate use.

Prior to the initiation of this control
action DEA considered buprenorphine a
narcotic drug because of its derivation
from opium through the alkaloid
thebaine. Buprenorphine is produced
from thebaine in seven common and
well-documented chemical steps which
result in a structure with a ring skeleton
much like that of morphine and herein,
which in turn resembles that of
thebaine. Even though there are seven
chemical steps in the reaction sequence,
it is the first step which establishes the
ring skeleton system of buprenorphine.
To attribute great gignificance to the
actual number of chemical steps is
misleading. The subsequent chemical
reactions involve minor additions and
substitutions to this firsl “derivative.”

The Administrator acknowledges that
the term “derivative" is not defined in
the CSA or implementing regulations.
DEA and the Food and Drug
Administration have consistently
treated substances produced from
thebaine as narcotics. FDA
recommended narcotic classification for
buprenorphine based on the fact that
buprenorphine Is derived from the
opium constituent thebaine. Although
authorities disagree, the reactions which
produce buprenorphine from thebaine
conform to the definition of derivative in

d chemical literature. The
Administrative Law Judge noted in his
Opinion that aspirin can also be
produced from thebaine. This is an
absurd and impractical extension of the
concept of derivative. There is a middle
ground between a narrow precise
definition and such an all-encompassing
definition. Not only can buprenorphine
be characterized as a derivative of
thebaine and therefore a narcotic by
chemical definition, the evidence in the
record of this proceeding clearly shows
that the narcotic drug abuser, and even
the heroin addict, recognizes
buprenorphine as a narcotic. Such
evidence was presented from countries
where the drug has only been marketed
for a few years.

The Administrator finds that there is
substantial evidence in the record to
support his conclusion that
buprenorphine is a narcotic drug. It is
quite clear that addicts recognize

buprenorphine as a narcotic and utilize.
it as a heroin substitute. They clearly
understand that buprenorphine is not
aspirin or acetaminophen,
Buprenorphine possesses sufficient
opiate-like actions and does so resemble
the structure of its parent, thebaine, that
it must be considered to be a derivative
thereof, and therefore classified as a
narcotic within the meaning of the
Controlled Substances Act.

Placement of a substance into
Schedule V and designating itas a
narcotic imposes certain regulatory
requirements on those handling the
substance, These requirements are less
stringent than those currently imposed
on buprenorphine by virtue of its
classification as a Schedule Il narcetic.
Regulatory requirements imposed by the
CSA and implementing regulations are
effective on April 1, 1985. The regulatory
requirements imposed on those handling
buprenorphine on the effective date are
as follows:

1. Registration. Any person who
manufactures, distributes, dispenses,
imports or exports buprenorphine or
who proposes to engage in such
activities, if not already registered, shall
submit any application for registration
to conduct such activities in accordance
with Parts 1301 and 1311 of Title 21 of
the Code of Federal Regulations on or
before April 1, 1985,

2. Security. Buprenorphine must be
manufactured, distributed, and stored in
accordance with §§ 1301.71, 1301.72(b}-
(d), 1301.73, 1301.74(a)~(f), 1301.75{b){c),
and 1301.76 of Title 21 Code of Federal
Regulations.

3. Labeling and packaging. All labels
on commercial containers of, and all
labeling of buprenorphine packaged
after April 1, 1985, shall comply with the
reguirements of §§ 1302.03-1302.05 and
1302.08 of Title 21 of the Code of Federal
Regulations,

4. Inventory. Every registrant who is
required to keep records and who
possesses any quantity of
buprenorphine is required to take
inventories pursuant to § 1304.04 and
§§ 1304.11-1304.19 of Title 21 of the
Code of Federal Regulations.

5. Records. All registrants must keep
records of buprenorphine pursuant to
§§ 1304.21-1304.27 of Title 21 of the
Code of Federal Regulations.

8. Prescriptions. The Food end Drug
Administration has approved
buprenorphine as a prescription drug.
Accordingly, all prescriptions for
buprenorphine shall comply with
§5 1306,01-1306.07 and §§ 1306.26-
1306.31 of Title 21 of the Code of Federal
Regulations.




8108

Federal Register / Vol. 50, No. 40 / Thursday, February 28, 1985 / Rules and Regulations

7. Importation and Exportation, All
importation and exportation of
buprenorphine shall be in compliance
with Part 1312 of Title 21 of the Code of
Federal Regulations.

8. Criminal liability. Any activity with
buprenorphine not authorized by or in
violation of the Controlled Substances
Act or the Controlled Substances Import
and Export Act continues to be
unlawful. The applicable penalties
before April 1, 1985, shall be those of &
Schedule II narcotic controlled
substance. After that date the criminal
penaltiag shall be those of a Schedule V
narcotic.

9. Other. In all other respects, this
Order is effective April 1, 1985,

Pursuant to Title 5, United States
Code, section 605(b), the Administrator
certifies that the rescheduling of
buprenorphine, as ordered herein, will
not have & significant impact upon small
businesses or other entities whose
interests must be considered under the
Regulatory Flexibility Act (Pub. L. 86—
354). The vast majority of
pharmaceutical firms, hospitals,
pharmacies, and physicians are already
registered by DEA to handle Schedule V
controlled substances.

In accordance with the provisions of
section 201(a) of the Controlled
Substances Act (21 U.S.C. 811(a)), this
scheduling action is a formal rulemaking
“‘on the record after opportunity for a
hearing.” Such proceedings are
conducted pursuant to provisions of the
Administrative Procedure Act, 5 US.C.
556 and 557 and as such have been
exempled from the consultation
requirements of Executive Order 12291
(46 FR 13193),

Under the authority vested in the
Attorney General by section 201(a) of
the Controlled Substances Act (21 U.S.C.
811(a)) and delegated to the
Administrator of the Drug Enforcement
Administration by regulations of the
Department of Justice, 28 CFR 0.100(b),
the Administrator hereby orders that
Part 1308, Title 21, Code of Federal
Regulations be amended as follows:

PART 1308—SCHEDULES OF
CONTROLLED SUBSTANCES

The authority citation for Part 1308
reads as follows:

Authority: Secs, 201, 202, 501(b), 84 Stat.
1245, 1246, 1247, 1248, 1249, 1250, 1251, 1252,
1271, 21 U.S.C. 811, 812, 871(b).

1. Paragraph (b) of 21 CFR 1308.15 is
redesignated as paragraph (c).

2. New paragraph (b] entitled Narcotic
drugs is added to 21 CFR 1308.15 to read
as follows:

§1308.15 Schedule V

. . - L .

(b) Narcotic drugs. Unless specifically
excepted or unless listed in another schedule,
any material, compound, mixture, or
preparation containing any of the following
narcotic drugs and their salts, as set forth
below:
(1) Buprenorphine. 8064
- . » - -

Dated: February 28, 1685,
Francis M. Mullen, Jr.,
Administrator.
[FR Doc. 85-4989 Filed 2-27-85; 8:45 am]
BILLING CODE 4410-09-M

INTERNATIONAL DEVELOPMENT AND
COOPERATION AGENCY

Agency for International Development
22 CFR Part 218

Non-Discrimination on the Basis of
Age In Programs Recelving Federal
Financlal Assistance

AGENCY: Agency for International
Development.

ACTION: Final rule; correction.

enactment of the Foreign Service Act of
1980 renders part 221 of Title 22 CFR
obsolete and it is therefore being
revoked.

EFFECTIVE DATE: April 1, 1885,

FOR FURTHER INFORMATION CONTACT:
Nancy D. Frame, Assistant General
Counsel for Employee and Public
Affairs, Agency for International
Development, Washington, D.C. 20523
(202) 832-8218.

List of Subjects in 22 CFR Part 221
Foreign Service.

PART 221—{REMOVED]

Accordingly, 22 CFR Part 221 is
removed.
(Sec. 401, International Development and
Food Assistance Act of 1978, Pub, L. 05424,
92 Stat. 856, as amended by sec. 508,
International Development Cooperation Act
of 1979, Pub. L. 86-53, 83 Stat. 378)
Nancy D. Frame,
Assistant General Counsel, Employee and
Public Affairs.
|FR Doc. 854756 Filed 2-27-85; 8:45 am)
BILLING CODE 6116-01-M

SUMMARY: This document corrects a
legal citation contained in the final
regulations implementing provisions of
the Age Discrimination Act of 1975.
FOR FURTHER INFORMATION CONTACT:
Nancy D. Frame, Assistant General
Counsel for Employee and Public
Affairs, Agency for International
Development, Washington, D.C. 20523
(202) 632-8218,

Accordingly, in FR Doc. 80-2301,
appearing at page 62979 in the issue of
September 23, 19880, the authority
citation which appears just after the
table of contents for Part 218 on page
62080 is corrected to read as follows:

Authority: Age Discrimination Act of 1975,
as amended, 42 U.S.C. 8101 et seq.: 45 CFR
Part 80; 22 U.S.C, 2658,

Nancy D. Frame,

Assistant General Counsel, Employee and
Public Affairs.

[FR Doc. 85-4750 Filed 2-27-85; 8:45 am]
BILLING CODE 6116-01-M

22 CFR Part 221

Employment

AGENCY: Agency for International
Development.

ACTION: Final rule; revocation.

SUMMARY: Part 221 of this title was

issued to proscribe regulations relating
to employment and tours of assignment
of AID Foreign Service Employees. The

—_

DEPARTMENT OF THE INTERIOR

Office of Surface Mining Reclamation
and Enforcement

30 CFR Part 950

Approval of Permanent Program
Amendment From the State of
Wyoming Under the Surface Mining
Control and Reclamation Act of 1977

AGENCY: Office of Surface Mining
Reclamation and Enforcement (OSM),
Interior.

ACTION: Final rule,

SUMMARY: OSM is announcing the
approval of a program amendment
submitted by Wyoming as an
amendment to the State’s permanent
regulatory program (hereinafter referred
to as the Wyoming program) under the
Surface Mining Control and Reclamation
Act of 1977 (SMCRA). The amendment
establishes procedures and
requirements governing operator
responsibility when requesting a
variance from program standards and
the State's responsibility in processing
such requests, provisions for self-
bonding and provisions addressing
inspection, enforcement and civil
penalties for surface coal mining
operations. Wyoming submitted the
proposed program amendment on June
25, 1884, OSM published a notice in the
July 25, 1984 Federal Register,

e L —



