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Separate paging is given to this Part in order that it may be filed as a separate compilation.

LOK SABHA

The following Bill was introduced in Lok Sabha on 22nd December, 2003:—

Bire No. 93 or 2003

A Bill further to amend the Drugs and Cosmetics Act, 1940.

Be it enacted by Parliament in the Fifty-fourth Year of the Republic of India as
follows:—

1. {J )-’I‘his Act may be called the Drugs and Cosmetics (Amendment) Act, 2003.

(2) Tt shall come into force on such date as the Central Government may, by notification
in the Official Gazette, appoint:

Provided that different dates may be appointed for different provisions of this Act
and any reference in any such provision to the commencement of this Act shall be construed
as a reference to the commencement of that provision.

2. In section 27 of the Drugs and Costnetics Act, 1940 (hereinafter referred to as the
principal Act),—
(7} in clause {(a),—
(4) for the words “punishable with imprisonment for a term which shall

not be less than five years but which may extend to a term of life and with fine
which shall not be less than ten thousand rupees”, the words “punishable with
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death, or imprisonment for a term which shall not be less than ten years but
which may extend to imprisonraent for life and shall also be liable to fine which
shall be one lakh rupees or three times the value of the drugs confiscated,
whichever is more” shall be substituted:

(£} the tollowing provisos shall be inserted, namely:—

“Provided that the fine imposed on, and realised from, the person
convicted under this clause shall be paid, by way of compensation, to the
person who had used the adulterated or spurious drugs referred to in this
clause:

Provided further that where the use of the adulterated or spurious
drugs referred to in this clause has caused the death of a person who used
such drugs, the fine impcosed on, and realised from, the person convicted
under this clause, shall be paid to the relative of the person who had died
due to the use of the adulterated or spurious drugs referred to in this
clause.

Explanation.—For the purposes of the second proviso, the
expression “relative” means—

(5) spouse of the deceased person; or

(i) a minor legitimate son, and, an unmarried legitimate
daughter and a.widowed mother; or

(iiiy if wholly dependent on the eamihgs of the deceased
person at the time of his death, a son or a daughter who has
attained the age of eighteen years; or

{iv) any person, if wholly or in part, dependent on the
earnings of the deczased person at the time of his death,—

{(a) the parent; or

{b) a minor brother or an unmarried sister; or
(c) a w.dowed daughter-in-law; or

(d) a widowed sister; or

{e) a minor child of a pre-deceased son; or

(/) 2 minor child of a pre-deceased daughter where no
parent of the child is alive; or

(g)the paternal grandparent ifno parent of the member
is alive;”;

(i) in clause (A),—

{(4) for the words “not be less than one year but which may extend to
three years and with fine which shall not be less than five thousand rupees”, the
words “not be less than three years but which may extend to five years and with
fime which shall not be less than fifty thousand rapees” shall be substituted,

(B) in the proviso, for.the words “less than one year and of fine of less
than five thousand rupees”, the words “less than three years and of fine of less
than fifty thousand rupces” shall be substituted;

(iif) in clause (¢),—

{A4) for the words “not be less than three years but which may extend to -
five years and with fine which shall not be less than five thousand rupees”, the
words “not be less than seven years but which may extend to imprisonment for
life and with fine which shall be fifty thousand rupees or three times the value
of the drugs confiscated, whichever is more™ shall be substituted;
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(B) in the proviso, for the words “less than three years but not less than
one year”, the words “less than seven years but not less than three years and of
fine of less than fifty thousand rupees” shall be substituted;

{(#v) in clause (&), for the words “and with fine”, the words “and with fine which
shall not be less than ten thousand rupees” shall be substituted.

3. In section 28 of the principal Act, for the words “with fine which may extend to
one thousand rupees or with both”, the words “with fine which shall not be less than ten
thonsand rupees or with both™ shall be substituted.

4. Insection 28A of the principal Act, for the words “with fine which may extend to
one thousand rupees or with both”, the words “with fine which shall not be less than ten
thousand rupees or with both™ shall be substituted.

5. Insection 30 of the principal Act,—
(@) in sub-section (1),—
(7} inclause (a)—-

{4) forthe words “not be less than two years but which may extend
to six years and with fine which shall not be less than ten thousand rupees™,
the words “not be less than seven years but which may extend 1o ten
years and with fine which shall not be less than one lakh rupees” shall be
substituted;

(B) inthe proviso, for the words “less than two years and of fine of
less than ten thousand rupees”, the words “less than seven years and of
fine of less than one lakh rupees” shall be substituted;

(iiy inclause (), for the words “shall not be less than six years but which
may extend to ten years and with fine which shali not be less than ten thousand
rupees”, the words “shall not be less than ten years but which may extend to
imprisonment for life and with fine which shall not be less than one lakh rupees’”’
shall be-substituted;

(fif) clause (¢) shall be omitted;
{b) sub-section (2) shall be omitted.

6. Insection 32 of the principal Act, for sub-sections (/) and (2), the following sub-
sections shall be substituted, namely:—

“(1) No prosecution under-this Chapter shall be instituted except by—
(a) an Inspector; or

() any police officer (not below the rank of Sub-Inspector of Police) as

5 of 1861, referred to in the Police Act, 1861 or any member of the police establishment
not below the rank of Sub-Inspector of the Special Police Force constituted
25 of 1946. under the Delhi Special Police Establishment Act, 1946; or

(c) any officer of the Central Government or a State Government
authorised in writing in this behalf by the Central Government or a State

Government by a general or special order made in this behalf by that
Government; or

(d) the person aggrieved; or

(e) a recognised consumer association whether such person is a member
of that association or not.

(2) Save as otherwise provided in this Act, no court inferior to that of a Court of
Session shall try an offence punishable under this Chapter.”.
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7. After section 32A of the principal Act, the following section shall be inserted,
namelv:—

“32B. (/) Notwithstanding anything contained in the Code of Criminal
Procedure, 1973, any offence punishable under clause (&) of sub-section (/) of section
13, clause (&) of sub-section (2} of section 13, section 28 and section 28A of this Act
{whether committed by a company or any officer thereof), not being an offence
punishable with imprisonment only, or with imprisonment and also with fine, may,
either before or after the institution of any prosecution, be compounded by the Central
Government or by any State Government or any officer authorised in this behalf by
the Central Government or a State Government, on payment for credit to that
Government of such sum as that Government may, by rules made in this behalf,
specify:

Provided that such sum shall not, in any case, exceed the maximum amount
of the fine which may be imposed under this Act for the offence so compounded.

(?) When the accused has been committed for trial or when he has been
convicted and an appeal is pending, no composition for the offence shall be
allowed without the leave of the court to which he is committed or, as the case may
be, before which the appeal is to be heard.

(3) Where an offence is compounded under sub-section (1), no proceeding
or further proceeding, as the case may be, shall be taken against the offender in
respect of the offence so compounded and the offender, if in custody, shall be released
forthwith.”,

8. In section 33 of the principal Act, in sub-section (2), after clause (g), the following
clause shall be inserted, namely:— '

“() sum which may be specified by the Central Government under section
32B..

9. Insection 36A ofthe principal Act, for the words “all offences under this Act”, the
words, brackets, figures and letters “all offences (except the offences triable by the Special
Court under section 36AB or Court of Session) under this Act” shall be substituted,

10. After section 36 A of the principal Act, the following sections shall be substituted,
namely: — »

“36AB. (/) The Central Government, or the State Government, in consultation
with the Chief Justice of the High Court, shall, for trial of offences relating to
adulterated drugs or spurious drugs and punishable under clauses (¢) and (&) of section
13, sub-section (3) of section 22, clauses (a) and (¢) of section 27, section 28, section
28A, section 28B and clause (b) of sub-section (/) of section 30 and other offences
relating to adulterated drugs or spurious drugs, by notification, designate one or more
Courts of Session as a Special Court or Special Courts for such area or areas or for
such case or class or group of cases as may be specified in the notification.

Explanation.—In this sub-section, “High Court’” means the High Court of the
State in which a Court of Session designated as Special Court was functioning
immediately before such designation.

(2) While trying an offence under this Act, a Special Court shall also try an
offence, other than an offence referred to in sub-section (1), with which the accused
may, under the Code of Criminal Procedure, 1973, be charged at the same trial.

2 of 1974,
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36AC. (/) Notwithstanding anything contained in the Code of Criminal
Procedure, 1973,—

(a) every offence, relating to adulterated drugs or spurious drugs and
punishable under clauses (a) and (¢) of sub-section (/) of section 13, clause (@) of
sub-section {2) of section 13, sub-section (3) of section 22, clauses {«) and {¢) of
section 27, section 28, section 28A, section 28B and sub-sections (/) and (2) of
section 30 and other offences relating to adulterated drugs or spurious drugs, shall
be cognizable;

{(#) no person accused, of an offence punishable under clauses (&} and
{c) of sub-section (/) of section 13, clause (a) of sub-section (2) of section 13,
sub-secton (3) of section 22, clauses (@) and () of section 27, section 28, section
28A, section 28B, and sub-sections (/) and (2) of section 30 and other offences
relating to adulterated drugs or spurious drugs, shall be released on bail or on
his own bond unless—

(i) the Public Prosecutor has been given an opportunity to oppose
the application for such release; and

(i) where the Public Prosecutor opposes the application, the court
is satisfied that there are reasonable grounds for believing that he is not
guilty of such offence and that he is not likely to commit any offence
while on bail:

Provided that a person, whao, is under the age of sixteen years, or is a woman or
is sick or infirm, may be released on bail, if the Special Court so directs.

{2) The limitation on granting of bail specified in clause (b} of sub-section
{1} is in addition to the limitations under the Code of Criminal Procedure, 1973 or
any other law for the time being in force on granting of bail.

{3)Nothing contained in this section shall be deemed to affect the special powers
of the High Court regarding bait under section 439 of the Code of Criminal Procedure,
1973 and the High Court may exercise such powers including the power under clause
{h) of sub-section (1) of that section as if the reference to "Magistrate” in that section
includes also a reference to a "Special Court” designated under section 36 AB.

36AD. (1) Save as otherwise provided in this Act, the provisions of the Code of
Criminal Procedure, 1973 (including the provisions as to bails or bonds}, shall apply
to the proceedings before a Special Court and for the purposes of the said provisions,
the Special Court shall be deemed to be a Court of Session and the person conducting
the prosecution before the Special Court, shall be deemed to be a Public Prosecutor:

Provided thatthe Central Govemment or the State Government may also appoint,
for any case or class or group of cases, a Special Public Prosecutor.

(2) A person shall not be qualified to be appointed as a Public Prosecutor or a
Special Public Prosecutor under this section unless he has been in practice as an
advocate for not less than seven years, under the Union or a State, requiring special
knowledge of law.

(3) Every person appointed as a Public Prosecutor or a Special Public Prosecutor
under this section shallbe deemed to be a Public Prosecutor within the meaning of
clause {#) of section 2 of the Code of Criminat Procedure, 1973 and the provisions of
that Code shall have effect accordingly.

36AE. The High Court may exercise, so far as may be applicable, all the
powers conferred by Chapter XXIX or Chapter XXX of the Code of Criminal
Procedure, 1973, on a High Court, as if a Special Court within the local limits of the
jurisdiction of the High Court were a Court of Session trying cases within the local
limits of the jurisdiction of the High Court.”.
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STATEMENT OF OBJECTS AND REASONS

The Drugs and Cosmetics Act, 1940 is a consumer protection legisiation, which is
mainly concerned with the standards and quality of drugs manufactured in this country and
control of the import, manufacture, sale and distribution of drugs and cosmetics.

2. There have been widespread reports regarding the easy movement and harmful
consequences of adulterated and spurious drugs in the country and wide ranging national
concern has been expressed onthese reports. The issue of adulterated or spurious drugs has
serious dirmensions because it involves medlicinal use and can lead to serious and even fatal
injury. There is also loss of revenue to the Government due to the manufacture and sale of
adulterated or spurious drugs.

3. The Drugs and Cosmetics Act, 1940 was amended in 1982 so as to impose more
stringent penalties on the anti-social elements indulging in the manufacture or sale of
adulterated or spurious drugs or drugs not of standard quality which are likely to cause
death or grievous hurt to the user. However, the penalties introduced in the said Act are not
found effective, One of the reasons for the penalties not being effective is that manufacture
and sale of adulterated and spurious drugs is primarily a clandestine activity which is showing
increasing involvement of organised crime in recent years. Besides, offenders often obtain
bail as the offences are non-cognizable and bailable under the existing provisions of the
Act. The offenders remain on bail due to delay in disposal of cases. Many cases for violation
are detected and investigated by the police who needs to be conferred upon the power to
prosecute such cases promptly.

4. The Central Government constituted an Expert Committee under the chairmanship
of Dr. R.A. Mashelkar, Director General of Council of Scientific and Industrial Research in
January, 2003 to undertake a comprehensive examination of drugs regulatory issues,
including the problem of spurious drugs, evaluate the extent of the problem of spurious or
sub-standard drugs and recommend measures required to deal with the problem effectively.
The Committee, infer alia, recommended for enhancement of penalties, designation of
Special Court for speedy trial of spurious drugs cases, making offences relating to spurious
drugs cognizable and non-bailable, authorising the police to file prosecution for offences
related to spurious drugs and compounding of offences. The Central Government considered
the recommendations of the aforesaid Committee and proposes to make the following
amendments in the Drugs and Cosmetics Act, 1940, namely;—

(i) The existing provisions contained in section 27 of the aforesaid Act, inter
alia, provide for scale of punishment for the first offence in respect of adulterated or
spurious drugs. Clause (a) of section 27 of the aforesaid Act provides for imprisonment
for not less than five years which may extend to life and with fine of not less than
rupees ten thousand for the manufaciure and sale of adulterated or spurious drugs or
drugs not of standard quality which are likely to cause death of the patients or harm
on the patient’s body as would amount to grievous hurt. It is proposed to enhance the
said punishment to punishment of death, or imprisonment for a term which shail not
be less than ten years but which may extend to imprisonment for life and shall aiso be

liable to fine of one lakh rupees or three times the value of the drugs confiscated,
whichever is more;

(if) It is also proposed to insert two provisos in the said clause (&) so as to
provide that the fine imposed on the convicted person and realised from him under

the said clause shall be paid to the person who used such adulterated or spurious
drugs and in case of his death, to his relative;

(ii1) Clause (b) of said section 27 provides for punishment of imprisonment for
not less than one year which may extend to three years and fine of not less than rupees
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five thousand for manufacture and sale of any adulterated drug (not being a drug
referred to in section 17A) or manufacture and sale of drugs without a valid licence.
It is proposed to enhance the said punishment of imprisonment being not less than
three years but may extend to five years and with fine which shall not be less than
fifty thousand rupees. :

(iv) Clause (c) of aforesaid section 27 provides for punishment of imprisonment
for not less than one year which may extend to three years but which may extend to
five years and with fine which shall not be less than rupees five thousand for
manufacture and sale of any spurious drug (not being a drug referred to in section
17B). It is proposed to enhance the said punishment of imprisonment being not less
than seven years but which may extend to imprisonment for life and with fine which
shall be fifty thousand rupees or three times the value of the drugs seized, whichever
is more.

(v) Clause (d) of aforesaid section 27 provides for punishment of imprisonment
for a term which shall not be less than one year but which may extend to two years
and with fine. it is proposed to provide that the fine shall not be less than ten thousand
rupees.

(vi) It is also proposed to provide for a fine of not less than ten thousand rupees
under section 28 for non-disclosure of the name of the manufacturer and under section
28 A for not keeping documents, etc., and for not disclosure of information.

(vii) It is also proposed to enhance punishment specified under section 30 for
subsequent offences. Clause (a) of said section 30 provides for punishment for
imprisonment not less than two years which may extend to six years and with fine of
not less than rupees ten thousand for manufacture and sale of any adulterated drug or
manufacture and sale of drugs without a valid licence. It is proposed to enhance the
said punishment which shall not be less than seven years but which may extend to ten
years and with fine which shall not be less than one lakh rupees. Clause (b) of aforesaid
section 30 provides for punishment for imprisonment for not less than six years which
may extend to ten years and with fine of not less than rupees ten thousand for
manufacture and sale of a spurious drug. It is proposed to enhance the punishment of
imprisonment which shall not be less than ten years but which may extend to
imprisonment for life and with fine which shall not be less than one lakh rupees.

(viii) It is also proposed to designate one or more Court of Session as a Special
Court for trial of offences related to adulterated or spurious drugs.

(ix) It is also proposed to make offences relating to adulterated or spurious
drugs as cognizable and non-bailable in certain cases.

(x) Tt is also proposed to confer powers upon the police officers not below the
rank of Sub-Inspector of Police and other officers of the Central Government or State
Government authorised by it to institute the prosecution under the aforesaid Act.

(xi) It is also proposed to provide compounding of certain offences not being
an offence punishable with imprisonment only or with imprisonment and also with
fine.

5. The Bill seeks to achieve the above objects.

Nsw DeLmy,; SUSHMA SWARAI

The 19th December, 2003.
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MEMORANDUM REGARDING DELEGATED LEGISLATION

Clause 7 of the Bill proposes to insert section 32B in the Drugs and Cosmetics Act,
1940 to provide for compounding of certain offences by the Central Government or by any
State Government or any officer authorised in this behalfby the Central or State Government
on payment for credit to that Government of such sum as that Government may by rules
specify. Clause 8 of the Bill proposes 1o insert clause (r) in sub-section (2) of section 33 of
the said Act to confer power upon the Central Government to make such rules,

2. This matter is a matter of procedure and administrative detail, hence it is not
practicable to provide for it in the Bill. The delegation of legislative powers is, therefore,
normal in character.

G. C. MALHOTRA,
Secretary General.
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