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AGENDA

Discussion about statutory provisions provided under
various related statutes.

Discussion about idea! format of prescription & prescription
guidelines.

Enforcement of these guidelines.

Any other issues with the permission of the Chairman.
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222 The Drugs and Casmetics Act, 1940 and Rules, 1945

{a) me,dffg of purchase,
(b) the name. address and the number of relevant licence held hy the person from ;
- whom purchased,
(c) the name of the drug. the quantity and the batch number, and
(d} the name of the manufacturer of the drug.

(i) Purchase bills including cash or credit memos shall be serially numbered by the
lif&nsee and maintained by him in a chronological order. |
(6) The licensee shall produce for inspection by an Inspector appointed under the Act on
demand all registers and records maintaned undes these Rules, und shall supply 1o the Inspector
such information as he may require for the purpose of ascertaining whether the provisions of
the Act and Rules thercunder have been observed.
(7) Except, where otherwise provided in these Rules; all registers and records maintained under
these Rules shall be preserved for a period of not less than two years from the date of the last
entry therein. _
(8) Notwithstanding anything contained in this Rule it shall not be necessary to record any
particulars in a register specially maintained for the purpose if the particulars are recorded in any
other register specially maintained under any other law [or the tume being in lorce.
“[(9) 3y Substances specitied in Schedule H or Schedule X shall not be sold by retail except
\)3"/ on and in accordance with the prescription of 4 Registered Medical Practitioner and in
the case of substances specified in Schedule X, the prescriptions shall be in duplicate,
one copy,gf which shall be retained by the licensee for a period of two years.
(by  The supply of drugs specified in Schedule H or Schedule X to Registered Medical
Practitioners, Hospitals, Dispensaries and Nursing ITomes shall be made only against
the signed order in writing which shall be preserved by (he licensee {or a period of two

years. ] :
(10) For the purposes of clause (Y) a prescription shall =
(a)  be in writing and be signed by the person giving it with his usual signarture and be
dated by him :
(b}  specify the name and address of the person for whose treatment it is given, ar the
name and address of the owner of the animal if the diug is meant lor veterinary usc ;|
(c) indicate the total amount of the medicine to be supplied and the dose 1o be taken.
{11) The person dispensing a prescription containing‘a drug specified in Schedule H **(and
Schedule X] shall comply with the following requirements in addition to other requirements of
these Rules- :
(a) the prescription must not be dispensed more than once unless the prescriber has
stated thereon that it may be dispensed more than once:
th) il the prescriplion contamns o direction hat it may be dispensed a stated number of
times or at stated intervals it must not be dispensed otherwise than in accordance
with the directions;

43, Subs. by GSR. 462{(E), dt. 22.6-1982 (wel, 226 1682).
44, Ins. by GS.R. 226(E), dt. 24-6-1977 (w.e.l 15-7-1977).
45, Subs, hy GS R, 462(E), dt. 22-6-1982 (we [ 22-G-1982).
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GUIDELINES FOR PRESCRIPTION WRITING AND
HANDLING OF PRESCRIPTIONS AND PRESCRIPTION
MEDICINES

Dr. Glzdstone D'Costa ir. Raj Vaidya

THE VOLUNTARY HEALTH ASSCCIATION OF GOA

With inputs from the following stakeho!ders:-

1. Allopathic doctors and hospitals as represented by The Goa Medica
Council, The Indian Medical Association, The Association aF Private
Nursing Homes in Goa, The Goa Medical College and The Directorate of
Health Services, Goa.

2. Pharmacists and pharmacies as reprasented oy The Goa State Pharmacy
Council, The Indian Pharmaceutical Assaciation and The Chemists E
Druggists Association, Goa.

3. Dentists as represcnted by The Goa Dental College, The Indian Dental
Association, and The Goa Dertal Cauncil.

4. Veterinarians as represented by The Goa Veterinary Assaciation, The
Department of Animal Husoandry and Veterinary Services and The Gou
Veterinary Council

5. The Directorate of Food & Drugs Administration, Goa,

«.Elﬂlux. ; : = :
6. TheVoluntary Health Association of Gez

The material in this booklet may be used in sart or whale e~ wamoting the
pharmacy profession, however with due acknowledgement of the sourge,
Commerciatuse of this material is strictly prohibited.
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1. INTRODUCTION

Recent years have seen a significart shift of focus in heaithcare from advances in
technology to patient safety; Lo such an extent, that in 2002, the WHO passed a Worid
Health Assembly Resolution an Patients Sa‘ety. This was aromalad by the rezlization

that countries were loosing up to 529 aillion cue to health care errors annually, The

General Medical Council, UK, changed its statad role from “Registration of Joctars
»oL

and Regulating Mecical Education”, to “Protecting Patients and Guiding Doctors”. The

has its Australian

U.IC now has a Nationa! Patients Safety Agancy (NPSA). Australi
Patients Safety Foundation; and India has establishec the National Institute for
Patients Safety (NIPS). In short, patients' safety has become the primary facus in

therapsutic medicine,

Medication errars accusy a prominant glace in the list of deficiencies resulting ia
adverse events. They zccounted for 19.3% of all cases handled by tre Medical
Pratection Societyin the Ul an orgarization that functions like the Medlical Indemn ty

Insurance in india. I the United States it is estimated that 7,000 dezths cack vear are
caused by medication errors; with harmful effects in 1.8% of all hospita admissions,
More warrying is the fact that medication errors rose 2.57 fold in the ten year pa-iod
frorm 1983-1993 ir the US, where attempts to computer ze prescriptionsstill produced

znerrormargin of 67%.

Regrettably in India we do not have thz culture of recerding/publicizing our mistakes
much less analyzing them. Hence we have no data on thisissue; but the causes app=ar

to be multifactoral. A small prescrintion survey i Goa revealed that praserictions

o A,

rarzly comaly with the rules in all parameers. Further:

s Inthe public sector, providers are meore I'kaly to cammit errars of amiss on - they

areless hicely te exert effort coriparad with their private counterparls.

e Inthe privete sector, providers are prone to errors of commission - ey are rmore

likely to cehave zccording o the aatiert's o

s, resulting in the inaporapriate

use o’ medications, the averuse of antihiotics, and increassc = T o

tishnu Das 8 Jeff Harnmer, World Bank Palicy Research Paper No.3228)

MNPSA defines a medication error as “any preventable event that may cause or lead to
inappropriate medication use or patient harm while the medication is in the control
of health professional, patient or consumer”

Medication errors carry human costs far the patient, their family and friends, and far
the professionals concerned. They also impose a financial burden on the patient, as
well as the healihcare system. Mast zvailable statistics allude to costs related to
hospital in-patients, To this must be acded the unknown cost of errors in primary anc
community care, and also indirect costs such as thase arising from litigation. The
potential savings from reducing serious medication errors are therefare substantial,

bothin terms of reducing humar suffering as well as sheer economics.

Atthe heart of medication trerapy, lies thc prescription; alegal document governed
by the fol owing laws: -,
e The Indian Medical Cauncil Act, 1956
« The Indian Medical Council {Professional Conduct, Etiquette & Ethics)
1015, 2002
»  The Drugs and Cosmetics Act, 1940 and Rules 1945

Regu

s ThePharmacy Act, 1948

®  TheNarcotic Drugs and Psychotropic Substances Act, 1985 and Rules 1987

+  Drugs {Price Cantrob) Qrder, 1995

» The Drugs and Magic Rermedies {Ohjectionahle Advertisements) Act, 1954 and

Rulas 1985

Prescription writing used 1o be ar art as wel! as a science, Unfartunately, timas have

changed. Mare often thaa not, we “ind incomplete and illezal arescriptiors being

handed over ta patients, and, mare unfartunately, honarad at of

resulted m g disturbing trend of putling the galients salely at risk;

urgentrieed toputthings right.

of existng laws, there is considarzhle confusion with regards to matters

Ny ————




an au’ 28 ..
_.#mmnrt,._o: Gudz

relating to a prescription at every stage of its journsy from 2 doctar's prescription pad
ta the paint where the medicing isto be usad by the patient. Cround realities ind cate
that there are problems and difficuitias faced by patiznts &3 well as the pharmacists;
there are lacunae and ambiguities, which resultir varying inte pretations ny different

stakeholders.

~kis hooklet on Guicelines ﬁcﬂuqmmnluﬂo:é:_5mm3. handiingisaresultofa soriesof
round table meetings of the representative stakehaldars in the state of Goz. Tne
snliawing were the meetings held:

= Roundtable meeting in 2006, at Hotel Alua, Merces

b. Round table maeting in 2003 at Hote! Celman, Pana]i

¢, RoundTaklemeeting inAapril 2011, &t Hotel Atish, Pon

tedint

The fallowir

I Allopathle doctors | hosplials as repia by The Goa Med cal Cou

| ASSEK of Priviter fomesinG

, The Assocla

fHealth Sers Goa.

GoaMedical College and The

7. Pharmecists and nharmacies as represented by The Goa state Pharmacy Courcil,
The Indiar

Ascociation, Goa.

Pharmazceutica’ Association and The Chemists and Druggists

3. Dentists as represented by The Coa Dental College, The Indizr De ptal Association,
and The Gea Dental Council,
4, VYoterirarians as rearese-ted by The Goa Vetarinary Assoc ation, The Departmen

of Anirral hushandry and Weterinary Services and The Goa Vaterinary Cauncil.
5. The Direglorate of Food & Drugs Administration, Gea.

6. TheVolurtary Health Association of Goa

The Guidelinegs for prescrigtion writing and handling have heen drafted hasad on
existing [zws. However, asthe regulatory dacuments do not cover ali the aspects, the
stzkoholders have drawn out guidelines based on legal implications, s¢ cial and morzl
principles, and responsibilites of all those invelved in prescription wiiting as well as

preseriptior dispensirg.
Atter sach maating, the draft cuidelnes ware ciroulated Lo the sakehnldars, and

g A Stakeholders Initiotve - God
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their op

rscommendetions of the 3" Round Table meeting.

It is hoped that ali the stakeholders, namely the ducto
hospital cwners, nurses,
reguiatory autnorties,
authorities, and even staff and studer

cofeges wiil find these Guidelines

them.

presoription Suldelings

ions ard

%

suggestions ca nvassed. Thase

pharmacists, pharmacy oWners

the state medicsl, dent
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rs, dentists, vererinarians,
and thelr staff, drug
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s of medical, pharmacy., dental and nursing
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2. WHO CAN WRITE A PRESCRIPTION FOR
ALLOPATHIC MEDICINES

Only a Registered Medical Practitioner (RM.P] who is registered with the respective
State Medicz i/Dentalfveterinary Cauneil ‘s authorized to prescribe allopathic
medicines,

An RM.P, includes an allopathic dector (Minimurm M.B.B.S). 5 Dentist {m
B.D.8), a Vetarinarian (minimum BM5c).

*  However, it is understood that a Dentist should prescriba only those medicines
which are related to, ard nesged *ur hisfher professian, and “or his/her patisnts
anly:

¢ Itis also understood that Veteringry Doctor should prescribs only these
medicires which are relzted te and neeced, [or his/her profassion, and for his Sher
veterinary patients on

\\? An Ayurvedic doctor, 2 Homeanath'e doctor, a Unznj doctar a Naturopath, e
are NOT authorized tn prescriba/recommand =" apathic medicines,

* A Nurse or Pharmacist is pat authorized to  rescribe allopathic “prescription”
medicinesto their patients.

* Unaualified persons ar persons with dubfous and Lnautiorized degrees not
recognized by the Govt. of India zre z/so not autharized to prescrive allepathic
medicines. Those who do prescriba/recommend allopathic medicines withaout
nroperauthorization zre termed Quacks.

MOTE: Certain medicines can desdpplizd on the prescrigtion of doctors af - partioulss
specialty omiy. For exarmple, Siidenafi| Citrate can e prescribed ary by an Urologist,
2 st, Endocrirclogist, Dermatologist or Vonerologist, Latrozoie can ba

proscrined by a rancers pecialist oniy.

Prescriplion Gu A Stakehelders initiative  Gon

3. JUSTIFICATION FOR VARIOUS PARTS

OF A PRESCRIPTION

A prescription has various @arts; some of them “mangatory” {25 per the Drugs &

Cesmetics Act and Rules, ar the Modica! Council of India}, and

some of them though

nat mandatory, impertant for better understanding of the praseription by the

pharmacist and the patient afso,

The justification may arise fram rationaity, legality, practicality
These varinus aspects are dispussed below,

0 the pracess of listir

or situational rea

the justifications, we have tried to take into account various

aspects of the problem. These may relate to the patient (or their relatives], the
pharmacy personnel, or the arescribing discipline of the doctor. At every stage, the
safety and well-being of the patient, particularly in terms of aparapriate usage of

medicationremains the Brimary concermn.

o the DOCTOR :

A. Details pestaining t

Doctors ful | 1o authenticate | YES
name {prifited | the prescr ption
on the before

_ latterhoad) dispensng.
The prescrip
i 4 lagal
document, [t
can be used in

i the caurt of law.

Tha pharmacy
narsonnel are in
dilemmag as to
whather the
prescription is

2 orfroma

ayurvedic doctor,
if the prescription
is from a hospital,
itis not kaown
icr cf the

! facuity doctors
nas prescriped .

| b,

Allopathic Govt,
doctors doing
arivate practice
most citen

eir. These
prescriptions

are illegal, ang
pharmacies are
(nat authorized

te dispence them
and can be

|deoing so

frsscriprnn Gowde "mas
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As above

Doctar's ¥YES | The prescription
details such pat cannot be
as address, well as the disnensed unless
consultation | pharmacist the query is
timings, ta contact ragolved, o7 2
“telephane/ the doctor in substitute given
contact rase af for the
numbers. discrepancics unavailable
| printed on and doubts product, Without
the aver clarification, delay
letterheac prescription in initiation of
(including treatment may
misuse of ensura witn all its
blank attendant risies,
- prescription
by patients),
orincase a
substitution
i3 necessary.
Dactar's For veri YES The patient may Helps the
Cualification | tne end up tzking pharmacy
ted on tha | authantieity medicines confirm tnatit
letterhead. of the doctor iad by indeed isan
This means | Writing the ithorizes allopathic
AlL the basic degres perscnnel doctar,
| degrees,
aspecially the
primary indicztion
dearee, ﬁ_smn tha ao.n_é
namely, is aliopztnic,
.6.8.5./8.D. kerause there
<./BY.SC | are doctors of

other syslems
of medicine &
guacks who
wite MO in
front of tha'r
name,

Preseription Cuide
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For further

Caortirmatory

arescribing

validity of
prescriation
and Lo avoid
UInecessary
refiting of the
arascription.

personnel cannol
identify an old
orescription
braught for refill;
ard in many cases
nat advisable.

Doctor's YES As above
registration authenticatio evirence that
pumber and | nof tne doctor is an
the doctor allopath and
registering n.g. GMC Reg. nat a cuack.
authority o, amx, ar
printed on IViMC Reg,
the Q, KR
‘etterhead. e
Docter'sfull | To confirm VLS If the prescription | A hurried
sianature authenticity kas heen typed or | signature, or
and date, af printed, the seribble, arno
bath in blue prescriptian; pharmacy signature is nat
‘ndeiible int. | to aveid persannaj cannot advisable. It
rmiisuse of confirm thal itis shouid be a
blarik tha doctor who leginle signature,
prascription has actually which mast
" pads, prescribed the pharmacies can
aspecially by medicine. Misuse | easily recognizz.
addicts. of blenk A sgnature in
prascription bluc indelibie
cannot bhe awtomaticeily
detected in such rules cut tne
Cases. acesibility of a
minused
i photocopisd
igriature
Date of To know the YES FPharmacy

dnwarranted
usage
ioreasss,
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