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Dt.24.08.2018

To,

Shree Dr.Vikrant Panday, (IAS).
Collector

Ahmedabad

Sub: Memorandum to oppose the sales/dispensing of medicines over

internet by web portals

Dear Sir,
OBJECTIVE:
REPRESENTATION TO REQUEST :

1) INTERVENE TO STOP ANY AMENDMENTS TO ACT SO AS TO
FAVOUR THESE ONLINE / E PHARMACY PLAYERS.

2) INTERVENE AND STOP THE ILLEGAL BUSINESS OF
MEDICINES BEING MADE OVER INTERNET BY SO CALLED
EPHARMACIES. TO MAKE SUITABLE AMENDMENTS IN ACT
& RULES TO MAKE SUCH BUSINESS ILLEGAL.

3) IMPOSE PENAL ACTIONS IN CASE OF VIOLATIONS.

Introduction of FGSCDA:

The Federation of Gujarat State Chemists & Druggists Associations is
federal body representing 22000 licensee (wholesalers & retailers) in the
state of Gujarat. This Federal body is comprising of six zone in the state of
Gujarat.. The main activities comprises of protecting our members
interests, educate them through seminars and workshop, to act as an
interface between industry, government and trade. We also represent the
cause of chemists’ fraternity to government, industrial bodies and other at
other fora and seek the redressed of their grievances. We also supplement
the government’s role in healthcare sector by ensuring availability of
medicines in the remotest corner of every village.
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Background:
Medicines, being a commodity dealing with the health of a human being,

and also with life and death of a person, It cannot be considered at par with
other commodities. Looking to the importance of the medicines Central
Government has introduced legislations to control the manufacture,
distribution and sale of drugs. Drugs through Drugs & Cosmetics Act 1940
(Rules 1945).

Issue:

Recently, it is found that many internet based business web portals have
cropped up. They are offering medicines to common public over these
portals blatantly disregarding the provisions of due regulations as well as in
direct contravention of the Drugs and Cosmetics Laws. Some of these
medicines fall under various schedules which require stringent conditions
and license for its sale laying emphasis on necessity of prescription,
qualifications of the supervision of registered pharmacist who is dispensing
the medicines, storage conditions of the premises where medicines are
stored etc.

Following will elucidate the issue, possible implications and its our
suggcstions for its solution:

Details of medicine business being done through internet portals:

Facts:

In new developments, we find that there are internet/web portals offering
medicines on business to business (B2B) or Business to customers (B2C)
basis.

This means that there are portals which are either trading in drugs or are

offering drugs to consumers directly without compliance of Government’s
established regulations.
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Possible implications:

Violations of Drug & Cosmetics Regulations:

Violations of drugs rules under Rule 18 (c), prohibits manufacture for sale
or for distribution, or sell, or stock or exhibit or offer for sale, or distribute
any drug or cosmetic, except under, and in accordance with the conditions
of, a license issued for such purpose under Chapter [V of D&C Act, 1940.

Endangering the human lives:

It is evident that every drug has adverse drug reactions. Moreover, because
of danger of anti-microbial resistance, the Govt. has introduced Schedule-
H1 which mandates that licensee shall maintain register of its sales data. In
the internet transaction this is bypassed.

In addition to above, Drugs & Cosmetics Act envisages various conditions
of purchase, sales and storage of different categories of drugs. This is not

possible under internet transactions.

Rendering pharmaco-vigilance machinery ineffective:

In order to prevent any adverse drug reaction, the Govt. has established
pharmaco-vigilance machinery to supervise and analyze the impact of drugs
on human beings and intervene in case of health issues.

This machinery is likely to be rendered ineffective in case of internet
business scenario.

Making drug re-calls virtually impossible:

There is a practice of voluntarily recall of the drugs by manufacturer in case
of quality issue. Similarly, the state FDA also orders the recall of drugs
often in case if it does not meet the standard/quality criteria.

In the extant case of internet trade, the drug recalls will become impossible
and can have adverse impact on health of a person.
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Compromise of Storage conditions & cold-chain:

Drugs require specific conditions for storage and transport failing which
can impact bioavailability / quality / integrity of drugs.

It is found that internet pharmacies supply through local courier companies
that are not maintaining these conditions thereby exposing to danger of

quality of drugs.

Danger of sales of controlled substances and drugs:

There are stringent conditions to be met for effecting sales of controlled
substances. The licensees are supposed to keep records/register of its
purchase, sales and stocks. In the internet trade arena these controls gets
muffled and misuse of the controlled substances can increase leading to
sociological problems.

Our Remarks and Suggestions to overcome the issue:

The supply of drugs/medicines to end user (consumer) through internet
transaction defies the primary objectives of the Drugs and Cosmetics Act,
1940.

The web based supply of the medicines and cosmetics from the internet
pharmacies is making all these sections, provisions and rules redundant and
renders regulatory mechanisms ineffective, thereby not complying with the
basic necessities of regulating the import, manufacture, distribution and sale
of drugs and cosmetics as declared in the objective statement of the act.
This trend of drug sales over internet is endangering the public health and
their safety.

Government of India Initiative

As you are aware that DCG(I) constituted committee had given favourable
report and in that regards Government had published draft amendments to
Drugs & Cosmetics Rules and thereafter again amendments was published
on this draft amendments also. It means Government has also not visualise
the RED AREA of on line sale of medicines.

SHRI RAJENDRAKUMAR P. PATEL
M/s. Alphabet Distributors
15t Floor. 9 - 13. Shyam Gokul Complex
Vijay Cross Road, Navrangpura, Ahmedabad
Ph : 93761 08807
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We draw your kind attention to our several previous memorandums where
in we had drawn your attention to ‘RED LIGHT’ area of E-pharmacy and
with this proposed notification the same is proven that Government is trying
to appease online pharmacy lobby.

Majority of the developed country, to whom we have kept as our mile
stone, are not in favor of online pharmacy because they know the dangerous
outcome of the same. Though having all the facilities and system they are
not in favor of this system. We are ignoring our basic limitations and going
ahead just to show off.

We once again put before you our point of view on E-pharmacy (online
pharmacy) as follows:

Initially it was proposed that E-Pharmacy players will have to obtain
sale license of the state where ever he intend to sale medicines. Now
we have removed the same clause. Initially it was kept with a view
to give power to State Licenses Ofticer to keep watch on the same,
by removing the same we are giving free hand to manage the whole
affair.

Even by having this amendments we ourselves are on the road of
creating discrimination among the medicines sellers (E-Pharmacy
V/s others),

By allowing them to keep all records in electronic form and the
same is not available to others.

By allowing them to accept any form of prescription and the same is
not available to others

We don’t have clear cut definition of Registered Medical
Practitioners.

We don’t have updated register where by anybody can verify the
Medical Practitioners registration.

Even we are allowing BAMS & DHMS to prescribe the allopathic
medicines.
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It is our humble request that before finalizing any such amendments
there is urgent need to have total re-look at the Act and law
governing sale of medicines and the same must be tune up with
present scenario and system.

We propose:

Suitable amendments in Section 10 and Section 18:

It is expedient for Government to take immediate steps to amend the
Drugs & Cosmetics Act, 1940 especially by incorporating the
suitable provisions in section 10 and 18 of the Act and prohibit the
sales of medicines through internet, of receiving orders and
effecting home delivery of medicine. The retail sales to consumers
via internet/web portal is right now also illegal and strict action
should be taken immediately. A special provision must be
incorporated to the act and rules whereby banning all such activities.

OUR APPEAL:

We will appreciate if suitable amendments are made at the earliest
to stop the indiscriminate over-the-internet drug trade, and save the
Public from its probable harmful effects. We hope your good selves
will look into our above representation very seriously and in
consultation with concerned departments notify the amendment of
Drugs & Cosmetics Act, 1940 and Rules thereof, so as to end these
nefarious activities.

Thanking you and looking forward for amendments at the earliest in
country’s interest.

Yours faithfully

Rajendra Patel
(Hon Gen Sec)
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