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The following Act of Par llament received the assent of the President on the Sth Decemmber,
2008, and is hereby publiched for general information:—

THE DRUGS AND COSMETICS (AMENDMENT) ACT, 2008
N, 26 o8 2008
| 5eh Diecember, 2008,
An Act further 1o amend the Drugs and Cosmetics Act, 1940,

Be it enscted by Parliament in the Fifty-ninth Year of the Republic of India as fallows —

1. (1) This Act may be called the Divugs and Cosmetics (Amendment) Act, 2008 Lo Lifle
il come

{2} 11 shall eome into force on such date as the Contral Government may, by notilication TR

in the Official Gazete, 2ppoln:

Provided that different dates may be appointed for diffesent provisions of this Act and
any reference in any such provisian 16 the commencement of this Act shall be construed as
o reforence to the commencement of that provision,
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THE DREUGS AND COSMETICS (AMENDMENT, BILL, 1015

(31.12.2014)

A BILL further to amend the Drugs and Cesmencs Aer, 1940

BE 1t enacted by Parhament in the Sixtv-fifth Year of the Republic of India as
follows: -

I. (1} Thiz Act may be called the Thugs and Cosmenics (Amendment) Act. | Short title and
2014, COmmenceme
ot
(2 It shall come mto force on such date as the Central Government mav. by
notification in the Official Gazette, appoint:
Prowided that different dates mav be appownted for different provizions of this Act
and any reference in any such provision to the commencement of this Act shall be
construed as a reference to the conung into foree of that provizion
23 of 1. In the Dhugs and Cosmeties Act 1940 (heremafier referred to as the | Amendment
1940, prncipal Act), for the long title, the followmg shall be substmted, namely: - of long fatle.
“An Actto regulate the import, manufacture, distnbution and sale of drugs,
cosmetics and medical devices, to ensure theiwr safety, efficacy, guality and
conduct of chinteal trials and for matters connacted therewith or imcidental
themeto™
3. In the principal Act, in the preamble. for the portion beginning with the words | Amendment
“WHEREAS ut 15 expedient” and ending with the words “and cosmencs”, the | of preambla.
following shall be subshtwied, namely: -
“WHEEREAS 1t 15 expedient to regulate the import. manufacture, distnbuhion and
sale of dmgs, cosmetes, medical devices and conduct of clmical fials and for
matters connected therewnth or incidental thereto;”
4. In section 1 of the pnncipal Act m sub-zecthon (1), for the words “and | Amendment
Cosmetics”, the words “, Cosmetics and Medica!l Devices™ shall be substtuted. of section 1.
5. Throughout the primeipal Act. for the word “Inspector™ wherever it oceurs, the Substifubion of
words “Dhugs Control Officer™ shall be subsoituted. words “Dhrugs
Control
Cificer” for
word
“Inspector”.
2 of 6. In section 2 of the princtpal Act, for the words and fipures “the Dangerous Amendment
1930 Drugz Act, 19307, the words and figures “the Narcohc Dhugs and Psychotropic of section 2.
Substances Act, 19857 shall be substituted
61 of
1985

7. For section 3 of the pnincipal Act, the following section shall be substited,

namely: -

‘1. In this Act. unless there 15 anvithings repuznant m the subject or context, -

new section

Substtufion of

for section 3.
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SCHEDULEL
[See Rules 65 (9) and 97]
Omitted

SCHEDULEL-
(seemies 74, 78and 150 E)
Good Laboratory Practices and Requirements of Premizes and Equipments

1. General Requirements:-
{a) The laborafory or the organisation of which it 15 a partmust be an entity that is legally
authorized to function and can be held legally responsible.
(k) i is the responsibility of the management to ensure that the laboratory carry out its testing,
calibration, validation, and all other technical activities in such a wayas to meet Good Laboratory
Practices (GLP) requirements.
{c) Laboratory manzagement zhall have a qualified individual o be known as quality manager or
techinical manager for carrying out all technical activities and for the implementation of documented
quality aystem and shall report o the top management directly
{d) The guality manager shall prepare a schedule for technical audit of the laboratory for GLP
compliance by an expert or experis appointed by the top-management other than the incharge of
the laboratory and shall ensure the maintenance of documented quality system as per quality
msanual.
2. Premises:-
fa) (i) the laborataries shall be designed, constructed and maintained =0 asto prevententry

of inzects and rodents besides cross contamination

(it} interior surface (walls, ficor, and ceilings) shall be smooth and free from cracks, and

permit easy cleaning and disinfection;

(i} adequate provision = made not only for space and equipment for carmving out

necessary test but also for utilities like water, power and gas;

(v} air ventilation system shall ensure dust free environment.
{b} The iaboratories shall be provided with adequats lighting and ventilation and if necessary, air-
conditioning to mainiain satisfactory temperaiure and relative humidity that will not adverssly
affect the testing and storage of drugs or the accuracy of the functioning of the laboratory
equipmentis or instrumenis.
{c) The drainage system facilities shall be such azio facilitate proper maintenance and prevent
water logging in the laboratory.
{d) Tabietops shall be constructed with acid, alkali and scivent resistant material and shall be
smooth and fres from crewvices as far as possible.
e} Al bio-medical laboratory waste shall be destroyed as per the provizgions of the Bio—Medical
waste (Management and Handiing) Fules, 1996,
{f} Adequate space with proper sforage conditions in the laboratory shall be prowmded for kesping
reference and working  standards and be mamtained bythe quality control department. Standard
Operating Procedure (S0P for the maintenance of reference standands and evalualion of Working
and Secondary standards shall be prepared by the laboratory
{g) The air circulation iz maintained in the arsa where sterility tesi is carried out as per Schedule’ M’
{h) Bio-burden shall be routinely maintained in the controlfed and uncontrolled area, (2.g. air
locks)
{i} Anirmals House:-

(i} Animal House shall have the approval of the Committee for the Purpose of Confrol
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SCHEDULE M-III
[See Rule 76]

QUALITY MANAGEMENT SYSTEM —FOR NOTIFIED MEDICAL DEVICES AND IN-VITRO DIAGNOSTICS
1. General

This schedule specifies requirements for o quality manogement system that shall be used by the
manufacturer for the design and development. manufacture, pockoging, labeling, testing,
installation and servicing of medical devices and in-vitro diagnostics. If the manufacturer does not
carry out design and development activity, the same shall be recorded in the guality management
system and shall exclude the provisions of relevant clauses of this schedule. The manufacturer shall
ensure the claims of conformity with this schedule to reflect the exclusions.

if any requirement(s) in Clause 7{product realization) of this schedule isfare] not applicable due to
the nature of the medical device(s) and in-vitro diagnostics(s) for which the guality maonagement
system is applied, the manufacturer does not need to include such a requirement(s) in its quality
management system.

The processes reguired by this schedule, which are opplicable to the medical device(sland in-vitro
diognastic devices, but which aore not performed by the manufacturer are the responsibility of the
manufocturer and ore accounted for in the manufacturer’s guality management system.

if @ manufacturer engages in only some operations subject to the requirements in this part, and not
in others, that manufacturer need only comply with those requirements applicable to the operations
in which it is engoged.

it is emphasized that the guality monagement system reguirements specified in this schedule are
complementary to technical requirements for products.

Manufacturers of components or parts of finished devices and in-vitro diognostics are encouroged to
use gppropriote provisions of this regulation as guidonce.

2 Applicability

The provisions of this Schedule shall be applicable to manufacturers of finished devices, In-Vitro
Diagnostics, intended for human or animal use that is manufactured in india.

3 Terms and definitions

3.01 Active implantable medical device

Active medical device which is intended to be totally or partiolly introduced, surgically or medically,
into the human body or by medical intervention into a notural orifice, and which is intended to
remain ajfter the procedure

Draft Schedule M1 - QM5
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Bepartment of Health and Family Welfare)
NOTIFMCATION
Mew Delhi, the 12th December, 2014

G.5.1, $89(E).—Whereas a draft of certain rules further to amend the Drugs and Cosmetics Rules, 1943, was
published, as required by Section 12 read with Section 33 of the Drugs and Cosipetics Act, 1940 (23 of 1940, wide
netification of the Govemument of lndia, in the Ministey of Health and Fanily Wellface (Department of Health and
Family Welfare), number G818 292(E), dated the 24th April, 2014, in the Gazette of India, Extracrdinay, Pant [,
section 3, subesection (i), dated the 24th April 2014, lnviting ohjections and suggestions from all persons fikely to be
affected thereby befors the expiry of a period of foriy-five days fFum the dale on which the coples of the Cfigial
Gazeite of the said notification were made avallable to the public; .

And, whereas copies of the Gazette were made available to the public on the 28th April, 2014;
And, whereas, abjectians and suggestions recelved from the public on the said rules have been considered by
the Central Governament;

Now, therefora, in exercise of the powers conferred by Section 12 read with Section 33 of the Drugs and
Cosmetics Act, 1940 (23 of 1940), the Central Govemment, after consultation with the Drugs Technical Advisory

Fiaved hereby makes the following rales further to amend the Drugs and Cosmeties Rulea, 1945, namcly: —

LB These rufes may be eatled the Dregs and Cesmetics (Sixth Amendment) Rulos, 2014,

2) They shall come into force after six months of their publication in the Official Gazottc.
2. In the Drugs and Cosmetios Rules, 1945,
(a) inrule I22DAB—
() for sub-rule (1), the following sub-rile shall be substituted, namely: —
1) In case of an injury ecourring 1o the subject during the clinical trial, free medical
management shall be given as long as required or Gl such time it is established that the
injury is noi related to fhe clinical trial, whichever is carlier.”; .
(i) after sub-rule (2), the following sub-rule shall bo inserted, namely:-—
“24) Tn ease, there is no permanent njury, the quantum of compensation shall be
commensurate with the nature of the non-permanent injury and loss of wages of the
subject”;
(i) In sub-rule {5), )
{A) in clawss (), afler the words “therapeatic offect”, the words, “where, the standard
care, though available, vias net provided to the subject as per the clinfeal edal protocol™
shall be Inserted; )
(B} in clavse {d), after the words, “placebo contralled wial*, the words, “where, the
standard care, though available, was not provided to the subject as per the clinicat trial
profocol” shall be inserted;
(b} in Schedule Y, —
{z) inpacagraph 2 relating to *CLIMICAL TRIAL',
(i in sub-paragraph (2), refating to ‘Responsibilities of Sponsor’, for clause {iv), the
following clause shall be substituted, namety:—-
“0v) Any reporl of the serious adverse event, after due analysis shall be
forwarded by the spansor to the Licensing Authority as referred to i claunge (b)
of rule 21, the Chalrman of the Ethics Commitiee and the head of the institution
where the trial has been conducted, within fourteen days of the occurrence of
the serious adverse event.™;
(i) in sub-paragraph (3, relating to ‘Responsibilities of the Investigator(s), in clause
. (i), for the pertion beginning with the words “The report of the serous adverss

event of death” and ending with the words “occurrence of the serious adverse
event.”, the foltewing shall be substitued, namely:—
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Good Clinical Practice Guidelines

INTRODUCTION

The history of Good Clinical Practice (GCP) statute aces back to one of the oldest enduring
traditions m the history of medicme: The Hippocratic Oath.  As the guiding ethical code it 15
primarily known for its edict to do no hamm fo the pattent. However, the complexities of modem
medicine research necessitate a more elaborate set of puidelines that address a Physician’s ethical
and scientific responsibilities such as obtaining informed consent or disclosing risk while imvolved
mn biomedical research.

Good Clinical Practice 15 a set of guidelines for biomedical studies which encompasses the
design. conduct, temmination audit, analysis, reporting and documentation of the stadies mvelving
human subjects. The fundamental tenet of GCP 15 that in research on man_ the mterest of science
and society should never take precedence over considerations related to the well being of the study
subject. It alms to ensure that the stidies are scientifically and ethically soumd and that the
clinical properties of the pharmacentical substances imder investigation are properly documented.
The mudelines seek to establish two cardinal principles: protection of the nghts of human subjects
and authenticity of biomedical data generated.

These gmidelines have been evolved with consideration of WHO. ICH, USFDA and
European GCP guidelines as well as the Ethical Guidelines for Biomedical research on Hunmn
Subjects issued by the Indian Council of Medical Research. They should be followed for
carrying out all biomedical research in India at all stages of dmug development, whether prior or
subsequent to product regisitation in India.

DEFINITIONS

Act

Wherever relevant, the Act means Dmgs & Cosmetics Act 1940 (23 of 1940 and the Fules made

thereunder.

Adverse Event (AE)

Any untoward medical ocoumence (ncluding a symptom / disease or an abnormal laboratory

finding} during treatment with a pharmacentical product in a patient or a human volunteer that

does not necessanly have a relationship with the reatment being given. Also see Serious Adverse

Event

Adverse Ding Reacrion (ADR)

(@) In case of approved phammacentical products: A noxsous and umintended response at doses
normally used or tested in umans

(b} In case of new mnremistered pharmaceutical products (or those products which are not yet
approved for the medical condition where they are being tested): A noxmious and unintendad
Tesponse at any dose(s)

The phrase ADE. differs from AE, in case of an ADR there appears to be a reasonable possibility

that the adverse event 13 related with the medicimal product being smdied.

In climical tmals. an untoward medical occurrence seemungly caused by overdosing, abuse /

dependence and interactions with other medicinal products 1s also considered as an ADE.

Adverse drug reactions are type A (pharmacological) or type B (idiosyncratic). Type A reactions
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(Unofficial Translation)

Medical Device Act
BE. 2551 (2008)

BHUMIBOL ADULYADE), REX;
Given on the 26 Day of February BE. 2551;
Being the 63" Year of the Prasent Releri.
His Majesty King Bhumibol Adulyade) is graciously pleased to proclaim that:
Whereas it is expedient to revise the faw on medical device;
This Act contains certain prowvicions in relation to the restriction of rdghts and
liberties of persons, in respect of which section 2%, In conjunction with section 33, section

41, section 43 and section 45 of the Constitution of the Kingdom of Thalland o permit by
wirtue of Law;

Be it, therefore, enacted by the King, by and with the advice and consent aof
the Mational Legislative Assemibly, as follows.

Section 1. This Act Is called the "Medical Device Act B.E. 2551 (2008)".

Section 2. This Act shall come into force as from the day following the date
af its publication in the Government Gazette.

Section 3. The Medical Device Act BE. 2531 (1988) shall be repealed.

Section 4. |nthis Act:

' This translation has been prepared by the Legal Research Institute Foundation (LRIF) for information
purposes cnly. Whilst LRIF has made efforts to ensure the acouracy and comeciness of the translation,

the original Thai text a=s fommally adopted and published shall in all events remain the sole authomtative
text having the force of law.
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[emblem]

The Announcement of Food and Drug Administration

Title: Guidance for Market Authorization Holders on Post-Marketing Safety Reporting for
Human Drugs, Narcotics, and Medicinal Neuropsychotropic Substances

In order to provide the single direction and standard as well as the definite working
procedure of post-marketing adverse events reporting and monitoring related to health products to
Market Authorization Holders consequence to their compliance and  optimizing  the
pharmacovigilance effectivensss, therefore Food and Drug Administration of Thailand has been
issued the announcement entitled “Guidance for Market Authorization Holders on Post-Marketing
Safety Reporting for Human Drugs, Marcotics, and Medicinal Neuropsychotropic Substances” as

detail enclosed.

Hence, this will be effective from now on.

The announcement on 18 December 2015
[signature]
(M. Boonchai Somboonsook)

General Secretary of Food and Drug Administration
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