8" Global Harmonization Task Force
on Medical Devices

Draft Regulations made under the Food and Drugs Act are ci rently being
reviewed by the Ministry of the Attorney General with a view to having them finalized.

The finalization and publication of these Regulations have been placed on my
country’s priority list for the year 200 to 2001. The objective of the pres=nt draft is to
regulate medical devices as a means to safeguard the safety, efficacy ¢nd quality of
products. Accordingly, after publication of these Regulations in order to sell a medical
device in Trinidad and Tobago, manufacturers must meet the regulatory requirements as

set out in the Medical Devices Regulations.

These Regulations apply to all devices including in vitro diagnost c products or

test kits that are or certain drugs.

The proposed regulatory framework provides that the Ministry of ITealth through
the Director, Food and Drugs is responsible for ensuring that medical d:vices sold in
Trinidad and Tobago are safe, effective and of high quality. A key respousibility of the
Director, Food and Drugs is to ensure that medical devices manufacturec and imported

comply with the appropriate provisions of the Act and its Regulations.

The framers of these Regulations have classified devices into two g:oups, namely-
First Schedule and Second Schedule Devices. Specific requirements an(! international
standards are imposed on Second Schedule Devices. Moreover, Sex ond Schedule

Devices are further classified under eight divisions. They are as follows-



Division —1- Contraceptive Devices

“ 2  Clinical Thermometers

« 3 Syringes for injections

“ 4  Sphygmomonometers

«“ 5 Device operated by electricity

« 6 Device operated by electricity which emit e ectromagnetic
radiation that may interfere with other electrical equi ment.

“ 7 Device using x-ray and Gamma radiation for diagnostic or
therapeutic purposes.

« 8 Tampon products and patient examination and medic al gloves

Some of the International Standards and Specifications imposcd on Second

Schedule Devices are as follows:

For Condoms

Clinical Thermometers

Syringes for Infection

Services Operated by
Electricity

Devices using X-ray

and Gamma radiation

British Standard BS 3708
International Standard ISO 4074

National Standard of Canada 14.1. M¢7
Australian Standard AS 2190

International Standard ISO 7886
Canadian General Standards Board

British Standard S724
American National Standard E81

International Electro technical Comm ssion 407



It is material to note that like other Caribbean Countries, more than 30 percent of
our Medical Devices are imported into the country. The Regulations provide that no
manufacturer or importer of a device shall sell the device unless tests inlicate that the
nature of benefits claimed and the performance characteristics claimed for the device are
justified, as shown by evidence available in Trinidad and Tobago. Such :vidence must
be provided by the manufacturer or importer. He is also mandated to furni:h the Director
with information respecting the test methods used in testing the device anc the results of

any such tests.

The regulatory framework also stipulates that every importer shall maintain
records of the source of supply of his sales or distribution of the device, in:luding the lot
number or serial number if any or other means of identification. Howeer, records of
sale of bandages, condoms, needles, syringes and thermometers t/ retailers or

institutions, need only include lot or batch numbers.

Further, every device and the package in which it is sold must hav: one or more
permanent labels setting out the following information-

(a) the common name of the device, together with any brand name or trade
name controlled by the manufacturer;

(b)  the name and address of the manufacturer, distributor or importer of the
device;

(©) the lot number or serial number of the device or other means of
identification of the device in distribution;

(d) the model designation of the device, if applicable;

(e) the precise nature of the benefits claimed to be obtainable t'irough the use
of the device;

®) adequate directions for use of the device,

(g)  information as to whether the device is sterile, if applicable;

(h)  the expiration date or date of manufacture of the device, if a;plicable;

1) a list of the contents of the package including a statement of the number of

complete units contained therein;



)] on the inner or outer label of a new device, the number of the Notice of
Compliance issued by the Director in respect of that device; :nd

(k)  appropriate storage instructions adequate to protect the perfcrmance of the
product. These instructions must include such conditions ¢ temperature,

light, humidity and other pertinent factors.

Further, no expiration date set out in the label of the device shall be later than the
date estimated by the manufacturers other than a renewable power sou:ce, when the
device shall have attained 75 percent of its service life or shelf life under tropical climatic

conditions whichever occurs first.

The Regulations further classifies Medical Devices into two cate, ories, namely

Devices and New Devices.
NEW DEVICES being

) Cardiac pace-makers

(i)  Contact lenses designed or represented for prolonged wear

(i) Medical equipment connected to a patient and operated by e ectricity

(iv)  Test kits for the diagnosis of diabetes

(v)  Test kits for the diagnosis of pregnancy

(vi)  Test kits for the detection of serological or other market: indicative of
AIDS (HIV) and other diseases or conditions

(vii) Intra Uterine Device (IUD)

(viii)  Kits for detection of Ovulation

(ix)  Hearing Aid Devices

x) Materials used for implanted prostheses

(xi)  Dialysis Equipment; and

(xii))  Transfusion Equipment



The Regulations stipulates that-

(1)  Where a new device has been imported or manufactured in Trinidad and
Tobago before the date of these Regulations, the manufactur er or importer

must

(a) inform the Director and substantiate the fact, and stite whether he
will continue or discontinue importing or manufacturing the

device; and

(b) if he intends to continue, supply the Director with « New Device
Submission for the device within 180 days of the date of these

Regulations

Further, where a new device

(a) has not been sold in or imported into Trinidad and Tobago before
the date of these Regulations; or

(b)  differs in any characteristic from any device that was sold
previously in or imported into Trinidad and Tobago; or

©) is identical with a device previously sold in Trinid:d and Tobago
that was recalled by the manufacturer or importer; o1

(d)  which has not been sold in Trinidad and Tobago for the previous
four years,

the manufacturer or importer must apply to the Director for a Notice of

Compliance by submitting a New Device Submission bofore the new

device is imported into or manufactured in Trinidad and Tol ago.

To apply for a Notice of Compliance the manufacturer or importe: must provide

the Director with the following information.



(a)

(b)

evidence of the safety of the devices consisting of at least:

(i)
(it)

(iii)
(iv)

™)

(vii)

(viii)

the common name, trade mark, and model designatio under which
the device is to be sold;

the purpose of the device and its method of use;

the performance characteristics of the device;

the specifications and limits set for those materials of the device
that may come in contact with body tissues or fluids and a
summary of the test methods used to ensure conformity with those
specifications and limits;

if sold as sterile, the method of sterilization and the recommended
method of re-sterilization, if applicable;

a general description of the plant, equipment and p: scedures used
in the manufacture of the device,

the quality control programme and procedures used during
manufacturing, packaging and sterilization of the device; and

the full data of all studies, analyses and animal stud’es carried out
to determine the bio-compatibility of those material: of the device
that may, in normal use come in contact with body tissues or

fluids;

evidence of the effectiveness of the device, consisting of at [=ast:

@)
(ii)

(i)

the results of clinical trials to show the effectiveness of the device;
where clinical trials have not been, the results of animal studies or
appropriate tests that demonstrate a probability of ¢ Tectiveness in
humans; and

all known adverse reactions of contra-indications tc the use of the

device under the recommended conditions;



(c)  drafts of all labels, package inserts, product brochures and f'le cards to be
used in connection with the device, and

(d)  evidence of approval of the safety of the device by an of icial body or
foreign government department as shown by a certified ccpy in English

language of-

(1) a Notice of Compliance issued by the Departmert of National
Health and Welfare of Canada,

(i)  a certificate that the device has been approved a: safe for use
issued by the Department of Health and Social Scrvices of the
United Kingdom,;

(iii)  a certificate that the device has been approved as a safe by the
Food and Drug Administration of the United States ¢ America; or

(iv)  a certificate issued by a body recognized as com petent by the

Director on the advice of the Drug Advisory Commit ee.

The Drug Advisory Committee may recommend after considering, the evidence

produced that a Notice of Compliance be issued to the manufacturer or importer.

Where a Notice of Compliance has been issued, the manufacturer or importer is

obligated to inform the Director of any change proposed to be made in resp ct to-

e the method of production or of quality control,
o the specifications, materials, design or other characteristics of the New
Device;

e the method of use or the product monograph

Further, where there are grounds to believe that a device for whi-h a Notice of

Compliance has been issued is unsafe or dangerous to public health, the Di: ector may-

¢ suspend a Notice of Compliance for a definite or indefinite pericd;



o cancel the Notice of Compliance; or

e require the M or I to institute a recall of the device.
With respect to other devices upon publication of the Regulations, ¢ manufacturer
of a device must furnish the Director with a notification advising whether he intends to

continue sales of the product in Trinidad and Tobago.

This notification must contain inter alia, a copy of the directions for use:

o copy of the labels and package inserts;
. a statement of the purpose for which the device is recommen ied,
. if the device is sterile, a statement of the method of sterilization of the

device and the name and manufacturer of that drug;

o the date the device was first sold in Trinidad and Tobago,
. the common name and trade name of the device;

° the model designation of the device;

. a quantitative statement and description of:

@ the performance characteristics of the device;
(i)  the accuracy, precision and reliability of this information; and
(iii)  the conditions under which the performance charac eristics of the
device was measured.
e Copies of all promotional literature relating to the device; and
e A list of ancillary equipment, accessories and chemicals used fo: the operation
of the device and such additional information in respect of mate: ial used in the
manufacture of the device, construction and performance of t"ie device and
only information that is available to him concerning the sifety, risks or

contraindications for the use of the device.



Further. every manufacturer or importer of a device that has been s-1d in Trinidad
and Tobago must maintain record of the following:

(a) reports relating to the performance characteristics or safety of the device,
including complaints, received by him after the device wes first sold in
Trinidad and Tobago;

(b) investigate the failure of a device or any of its componerits to meet its
performance specifications and to establish and maintain a written record
of the investigation; and

(c) all action taken by him in direct response to the report: described in

paragraph (a) and (b).

Manufacturer and importer are also mandated to inter alia report:
e to the Director whenever the manufacturer or importer receive s or otherwise
becomes aware of information that reasonably suggests that one of its

marketed devices.

1) may have caused or contributed to a death or serious injury or
(i)  has malfunctioned and that the device or any other devic: marketed by
the manufacturer or importer would be likely to cause o~ contribute to

a death or serious injury if the malfunction were to recur.

The framework also provides for limited importation for emergency treatment.
Accordingly, where the health of a patient resident in Trinidad and Tobag o requires the
use of a device that is of a type:

e included in the First Schedule but not covered by a notice of corpliance or by

a New Device submission or
e is included in the Second Schedule but which does not coriply with any

published or acceptable standard or



e is not included in a notification supplied to the Director and is nct intended for
general distribution, the patient on the practitioner caring for the patients may
apply to the Director for an emergency Import Permit, giving sufficient

information to justify the request.

Further, in the event of an epidemic or emergency affecting pubic health, the
Chief Medical Officer may also apply to the Director for an emergency I'nport Permit,
giving the reason for their use, an estimate of the number required and the means by

which they would be distributed to practitioners and patients.

Provision is also made for the issue of a Research Permit in specified

circumstances.

10



