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- Phenyl butazone - oxyphenbutazone
HAZARDOUS DRUGS ;
' Prepared for: - =z
Drug Action Network core
group meeting at Sevagram
30« 31 July 1984
U K.:

: 1 5 st Dr. Mira Shiva, VHAI
On 6th March 1984, U K banned Phenylbutagzone.
On rd APril 1984 Cibas Gedigy withdrew Oxyphenbutszone, =
breakdown product of phenylbutazone from U_X market,

In Germany 65 such drugs have been banned, ard usge of another
20€ severely restricted,

In Finland, manufacturers have been asked to withdraw these
druge.

In U 8 the Public Citizen Health Regearch Group has asked the
department of Health and Human Serviccs Tor an imminent danger
ban, ;

dapan has severely restricted the use of these drugs,

10CU has sent world wide consumer alerts. Nerwasy, Federal

Republic of Germany, Italy, Australin, Sweden, Finland =nd
Bangladesh have severely restricted their sales.

It is 1ot that, we have not been concernsd about the miguse of
These antiinflammatory sgents ard their irrational combinat-

icns, prior to the knowledge of these bans. We feel that after
recelving unbiassed authentic information about the extent of
the adverse effects related to these drugs, it is ocur res
8ibility to alert others. The poblic needs to be informed
their dangers realizing that = significant number of petients

-$0 buy the drug: over the counter unwarrned and uninformed.

We are using this as yet another case whe
have existed in ‘the drug information given
West and to our own doctors.

re, double gstandardg
1 o doctors in the

The total annual turn-over of the two products of phenyle
“utazone and Oxyphenbutazonc (BUIAZOLIDIN & TAMRIL of Uibs
Geigy's) fetch 200 million Swisa-France ie, £ 65 million ie,

B 1170 million and these drugs have been in the markst since
1952 and 1960 regpectively and =ie well known). It ig Very
unlikely that, Tiba Geigy will withdraw these products from

the third world, specially after having already stated their
Geclsion to withdraw Mexaform(Clioguinol) and Dianabol(anabolic
Steroid) from the world market. Withdrawing Butazolidin =nd
Tandril at this point would lead to a finmncial sct--back, It igs
unlikely that Ciba Geigy will give in very easily toconsumer
pressure=- s stand already made clear by the makers of Butazo-
lidin amd Tanmdril,

- r 3 o et
What are these drugs -usad for?
Phenylbutazone and Oxyphenbutazone are non-gtersidal
antiinflammatory drugs which also have mild anti-pyretic and
analgesic properties., They give only SYMPTOMATIC RELIEF and

COMMUNITY HIZALTH CELL
47/1, (First Flocr)St. Marks Road
BANGALORE - 560 001
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ey ~"Phﬁnﬁlbutﬂzonp n¢ oxyphbauhtn zone should not be vead -
unlees the urine"had been examined f81 protein snd o n7vud
€xamination and had shown that white cells and platelet counte
vere within the normal range. B L .nsell, Prescribers Juvrnﬁl
1969, 8, 120 in Martin dale- the erﬂ“hqcuqcoplw 28th
cition, 1982, 4 routine urine and blood tcoat prior to usage of
the drug is recoumend ¢deIn view of tie additona cogts Chis
nay not ﬁLﬂ’Vb be possible forthe - poorer patients. in extra
caution and restr-in in the utiwlZLul n of these 4 rugs is t hore-
fore, indicated,

In India the drugs have been recom
racturers for minor problens and +~bblo cundxtl ns
‘“73 has been quoted in MIMS editorial, November 1j32 trw

cording to Pha rmqy‘l Ogy bcoks "Phenylbutazone A8 an anti-

QJPBC*C and _an analgesic ig re]atlvely inferior to =gr Lxind
ggynlbuf ZOohe as =n ,DtllﬂIllum3t agent, is ofluctqu, but

gerious toxicity linits its use. 1n JOny term therapy. - 1n
rh:umqtolu arthritis, phenvibutazone has =z iimited voh
ghouid be uged brimarlly Ior acuts exac detions not rélicved
by other neasures,

LHE USE OF PHENYIBUT . ZONE
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WiLAT ARE THE DANFERS A380QL/
O.‘{li‘l'u_v:f\LB U.L 4).4.1 C NEQ

Sone Marrow Toxicity:

splastic anaemia or bancytopenin ie. totql bone marrow
shut down which is fatal in over 50% cases, fig granulocytosis,
which is a severe depression of white blood (”rﬁ(IlUV,/D Cbll
production -~ fatal in about 35% cnasea). Leukaenia which is g
eancer of bone marrow; Gastro iutestingl bleeding or peptic
uic~1thLn ~ fatal in about 20% casecs.

-~

Other risks arec liver danage Hepatitis in less than ,1%

cases access to liver. It 1g vinly Acpa tu—001£g; I Necrosis.
Hepatitis usually stqrug 4 weeks o0f gte rting treoatuent
but in 20% cases can be started urto or even after 1 year,

sicknass type of hyr“F—SLAUlC'Vny, ulcersa tin Ntkuif:%fé
nephrit (klinvy flL]dr“) unr:mbocyt\nbu ﬁ(Cbpl tion of qutC—
lsot hnunt/ are other serioug side effe sets, though souc of thess
ar¢ nuch rarer, (Ref: 9nvnv7duunzunc and hODat7+iv SFowler
Woolfe D, ulexun&er 5 Rheun Rehabilita ation, 14, 17, 1975).

Cholegtatic Jﬁuuw¢vo occurs in less than 3% cnses. Serun

MIMS editorial =ddg +h“+ "because of i%ts sodium ana
cthriﬂ: retontion pr Jt,vrt e henylbuthune cail increasge
p aste volume by as nuch ag SOp thus straining cardinc funct-
1un5 and ucvﬁ“slwﬁﬁ**j Causing ﬁcutp puir'nwrv edema. Since,
toxic effects are more pronsunced in the sénior citizens, the

drug is contraindicated tor use in geriatic patients,

The sericusness of the Prcblem:

4 STUDY IN SWEDEHN OP DRUG INDUCED BLOOD DYSCRAZIAS ATTRI-
BUTED :h““YLLJ”AZONE A5 THE DOMINANT CAU USE. (Drug inducad
3 ragias in Swedon Ba ttlnwur L B & Westerholn i, British
1 Journal, 3 339 1973),




oW

A
e vetoono

Incidence of bone marrow qplasl due to phenylbutazone
and chnqxnoutavnn~ ig assessed az 1 in 33000 to 1 in 00000
iplasie anasnia or agranulocytosis were quoted as under lying
or contrlbuulng causes of death. In 376 death certificates
in the year October 1974 to September 1975, the mortality rate
was estinated as 2.2 per 100,000 cases.

The study of fatal bone marrow depression with spceisgl
refecrence to phuﬁylbutlébﬂ‘ and oxyphenbutazone- Inanan W H W,
British Medical Journal I-1500 (1977). The effect of Lonﬂ
marrow depression ig gerious. Drug induced agranulocytocis-—
phenylbutazone, PlsClottw i V Brugs 15 132 (1978) Drug induced
bone marrow depression by phqnylbutqzonc, Sritish M“CL”“L
Journal 4, 490 (1@

Ciba Geigy's adverse e¢ffects uepqrtueut at ity head office
1n Basle in one its internal remos in ngruqry 1983, gave it
findings of 1182 reported deaths from these drugs 1 " . 2724
" detadled pntlent reports of other adverse effects. Well
ocver Y2 of these deaths were from bone marrow toxici ty inclu-
&iWJ leukenia, gastro-intestinal bleceding or perforated ulecrs.
Cf the 6716 ca s g of undesirable side effects reported on t he
drug, 777 persons have kncwn 5o have died with Butazclidin
betweén 1952 and 1981. OFf 4165 cages of slde effects )b,\rT

with Tr\ Yﬂ‘r‘J_l 405 persons are I'L,pOltL & o nave d-J.C\A. 9(} C,’_’_,SGS
of serious und sirable effects and 18 deaths have been reported
in Japan.

o

After 12 years, the receipt
®wcaction to Bubtazolidin from Gres
Germany, indicating that identific n of adverse rcagbions
come along anly with experience and = high dcgreb 0f alertness
and suspicion about pu531ble actverse reactions. In third
world countries,. advers T”‘Ctlun r*nortlny is nhwr>mbingly
inefficient, as are the coxtrols on notenti allj hazarioug dz 5,
Double standards in giving the drug an”rxmtlvn tu'hp health
personnel msakes matters worse.

of the firgt report of adverse
tﬁrﬂmim came from Wegt
atio

4o
U

Phenylbutazone and oxyphentubazone is poorly tolerated by
many pqtinnts, Bven if diarrhowa, nauses, nbrvoucnbue, insomnia
arc associated with the drug, it is ignored that the potential
fatality cannot be overlookel. Some tyu» of side effect ig

ﬂtcd in 10 to 45 % of }atlgnto and nedication may have to be

iscontinued in their cases. Its use should be limited +o

Oﬁrt tern thcrqpy of not mdrr than a week J¢¢1ng A0y one +r~n~
tn\n+ period, Bven then, the incidence of disturbing the gidc
effects is about 10%. Phenylbutazone has s limited role in thu
therapy of rheunatoid arthritis. It is prinarily used for
relief of acute exacubations of the discrder thot are nob
relieved by the other measurcs.

Goddman Gillman; 5th Eiditicn
Chapter- 17.

phbnyiou1qu¢n~ ig
2rs including ¢Jl
"u(

ccording to M~rt‘hiwlw : %0l ugh
a8 rde
umea tola artAritia
FO
o

thou
cffective in aln 2ll rheunmatic digo
sing uppp iylitis, Usbe, arthritis, rhe
reitusdeseas, it is GENERALLY RESERVED
MENT OF RHEUM/ATIC DISORDERS where lcss

J’O

USE INTHE TREATL
ic drugs have mllud.

- Martindale ; 28th BEdidion

.




In 1975, = study was cone in J.-L.
incidence as opposed to the reported 1n019cncv,pﬁqgcfw“
to aplastic angends,.and-ada mnu;o*‘vfogl “In géopl 3 i
PheryIvwts Zond uY)QXY“h nbutazone., In U.K. oven where all death
CbTElflCmteé mentioning a drug have to be reported to ths
government Drug Authority, conly 1 out of 4 deaths due ¢ 'drugs
were found to have been reported, It was only becsuse of the
study, that the relaticnship of the drugs aand denth could bs
found, According to Oldver Gillie, medical correspondent,
Sunday Timesg; states "In Britain whg“e the 2 cdrugs have been
ugsed comparitively cautiocusly, 512 deaths agsociated with ten
have been recorded between 1964 and 1980, But, the resl total
is probably szt leasgt double that world-wide ”“'lvyufuﬁl in
the Ciba Geigy internal report (Ref: Dr Ha nss ;n) which records
1182 deaths associated with the drug upto 1982.

Sincs it ie -imposeible that almogt half of these deaths
occured in Britain alone, many deaths nust hwwb gone unrecord ed
in other countries anl the actual figures would coervainly run
into many thousands, giving Butazolidin and Tandril arongst the
highecet death toinl for any drugh

Berip. o, 854 ‘Lecenrber 12, 158%;

In U.K, the death rates were found to be 22 deaths per

ceiiliontuders ‘of phenylbutazone, and 38 de aths per million

users of oxynhon%ucnzun. Dr Sidney Wolfe usges the compnniss
own estimates of patient exposure world-wide ie.75 miliion
ugers of phenyl! sut - szone, 66 million users of czgm“uxyuthun t0
cstimate the number of. patients that must have becn sffccted
Using the!U.K. gtudy result and their mortality rate due to
these drugs =g the basis, he estimates the following;

2 , abcut 75 willion people expos

2 deaths per million ie, ab»ut 1650 deathJ

with oxyphenbutazonce, about 60 millicn péoplc expo-
sed by 38 desaths per milliocn ie, 2280 deaths., T« ﬁ nl=
) ~
3920 Geaths{ig. 1650+2280)

World wids from aplasgtic agnacnia and agranulceytisis: 3930

s

deaths nush have occured many of which went unreported. The
internal docunent shows thet aplastic anaemia and agranulo-
cyl:sir constituted 37,8% of the desths. If 3930 deaths congti-
tubeg nl.) 37.8% of tJu, 1l deaths, then the total number of the
deaths due to these drugs would b approxinately 10,400 ie.

16,400 denths worlu—w1’" nerely due to use of 2 drugs. If we
try to extend this to other brands %uat aye available in the
market, then there would definately be more aeﬂthu. By Fitkelle.
1982, 311 desths in U.8. werc reported, It is known that only
onc in ten deaths due to these drugs gob reported, In other
words total deaths would be over 5100.

. agcording to Dy 0lle ﬂans~‘h_qnuthcr Ciha Cuigy's internal
neno has stated in light ' of the "qin e.,q of the” dfiug, =3 and "t
presence of many newer cqguslly a+¢c(¥ non-stesroel \I anti-
inﬂanwat;rv drubs now JV“llJulu in tub marhet Wltm varati-
i i + ry t hat
the riak snd bbucflt r“u“nl of uLt awjluin and Tﬁnixml should
bo carefully reassessed for the indications of all foimsg of

1i¢aﬁ“9tory and. degensrative arthritis as pronoted, o see if
,uch pronoticns are Justified®,
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Uzlayasia:

Consuner association of Penang report based on discugsicng
with Universgity fospitals, Pharmacologists reports that
phenylbutazone and UXyphenbutazone are armonest the 5 druzs
accountine for the najority of the 2dverse drugs reactions
suffered by patients, adnitted into the hospital., Consuror
hssociation of Penang has demaniod an immediate recall of
the drug from the market for the safety and health of the
Malayasian Consuner,

Japan:

Mainichi Daily liows which igs a Japancse newspaper dedics .
ted to International und erstanding covered the news in its
headlines on 9%p February, 1984, Ciba Geigy's antiinflamrator
pain killing drugs killed 1182 in the world,

INPERNAL DOCUMENTS UBT.L1INED BAN IS CALLED FOR

The newspaper covered the issue daily in its uorning geo
well ag in the evening issue, including a strong editorial.
The headlines on February 11, stated that the Governmert jo
findings of courts in drug Poisonings. Apparently,twe 139 105
tions tock place about 10 Jears ago. Investigations should ks~
been done. Lbout 15 deaths in Japan due to thege drugs have 2

8¢ far been recorded, . Pharnaceuticais Co, gt ockire
breparations of Ciba Geigy's declaraed withdrawal according +o

Mainichi, February 10. February 12th- Mainich;, "Docurentsa of
side effects ordered severe restrictiong being decider g
is rossible for all drugs containing these drug",

india:

Pune Journsl of On-going Education : In thig igsue no. -+
37, Junec 81, in a letter to the Mannging Dirsctor of Ciba
Geigy, the Journal had raiged strong objecticn 2&ainst
hew product parazolandin (parasoland in veing a combinaticn of
paracetamol and phenylbutazone) for indicating it for conditiorns
like fever,

ERC:
L3

CERC prepared o document on irrational snd hazardous o
inflammatory agents including phenylbutazone a0l oxyphentay
combination with anid opyrincs, They had submitted thig to
Drug Control Asuthorities and dernanded their ban, It ig inp ot
ant for us to be constantly awsre that the situation in Inc:
is more serious than the countriag nentioned esrler,

¢  We have these d rugs 2vailable over the counters in ~ny
&osage for any duraticn of time with our (falsely CONG 1]
to believe in the sanctity and magic of wegtorn medicins

2. Pgtients are rarely ziven anv warnings by their doectors
ant if they buy the drugs over t he counter they cnan rapme L
nake head or tail of the medicgl literature inserts.

5. Phenylbutazone and oxyphenbutazone have been available often
in dgadly combinaticns with aild opyrine, analgin, paracata
rnol, diagepnn, Vitanin 8 dextrapropoxyphune acetoninophe:
which makes the combination,

g .
<

({®)

Phenyl butazone and oxyphenbutazone are dangerous dry
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VOLUNTARY HEALTH ASSOCIATION OF INDIA

D-9/334 (h) £ it C- 14 Community Centre,

atebuBebe Safdarjung Development Area,
' NEW DELHI - 110 016
USING TETRACYCLINE FOR CHILDREN AND PREGNANT WOMEN
Introductions The question of Syp.tetracycline for paédiatric

usage is not merely one of discolouration of the teeth. More importantly,
it is the question of SELLING AND PRESCRIBING A POTENTIALLY HARMFUL DRUG
WITHOUT GIVING ADEQUATE. TINFORMATION TO THE PATIENT. It is also a .

- question of the over use or misuse of a drug in trivial conditions when,
more often than not, it is not required; and of attempting to deal with
childhood infection with pills, while the causes of the infection and
increased susceptibility are allowed to remain untouched.

Looking at the drugs we prescribe or consume makes us réalise
the necessity to know more about these drugs - not from the drug repres=
entative but from suthentic medical literature and the experience of others.
Realization of this discrepancy in the information from the drug companies
and their medical literature enhances our reponsibility in this regard to
the patients. .

RATTONAL THERAPEUTICS IS KNOWLEDGEABLE PRESCRIBING OF THE MOST
EFFECTIVE, LEAST COSTLY, MOST NON-T®XIC, BASILY AVATLABLE DRUG in the
RIGHT QUANTITY, for the RIGHT DURATION and for the RIGHT PROBLEM in the

RIGHT WAY.

IT IS THE RESPONSIBILITY OF HEALTH PERSONNEL TO ENSURE THAT THE
RIGHT DRUGS ARE PRODUCED AND MARE AVAILABLE TO THOSE WHO MOST NEED THEM,
AND THAT HAZARDOUS OR IRRATIONAL DRUGS ARE THROWN OUT OF THE MARKET.

Ensuring that people get at least the minimum required to be
healtlryis our MAIN CONCERN. We re-lize that drugs can play only a small
part in keeping people healthy. TiLc.refore, by demolishing some of the
nmyths surrounding the unquestionable healing properties of all drugs, we
hope more and more individuals will begin' to look beyond pills for a
cure for their ills. ' : '

The manufacture of Tetracycline for paediatrics is supposed to
be banned from January 1982. The date of the ban on marketing of the
drug has not yet been fixed. The reasons for banning the manufacture are:

1. DENTAL DISCOLOURATION . 5

"Children recéiving long or short term therapy with tetracycline
may develop brown discolouration of the teeth. The larger the dose of the
.drugs relative to body weight, the more severe is the deformity, the deeper
the colour, and the more intense the hypoplasia of enamel'". The quantity
received is more important than the duration. Mild darkening of the perman-
ent teeth occurred in 3 of 14 children who received 5 courses of the drug,
whereas 4 of 6 who received eight courses had moderate darkening of the

enamele.

(Ref: GrossmanyE«R.) Walchick,A; Freedman,H.: Tetracycliie and ~
Permanent Teeth: the Relationships between doses and tooth colour:
. Paediatries: 1971, 47, 567-570). '

"The risk of this is highest when the'tetracycline is given to
neonates and babies prior to the first dentition".
"If given between the ages of 2 months and 5 years - pigmentation
of the permanent teeth may develop.'" »
] The earliest characteristics of this defect is yellow fluores-
cence probably due to the formation of a tetracycline-calcium orthophosphate
complexsy with time this progresses to permanent brown pigment.

v ueALTH CELL
CO?&,".?/:’«”‘\““\! ’!T":?L“,’;;;‘:i‘; Road 012/"
QNS G560 001
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2e CATABOLIC EFFECT

"Tetracyclines exert a catabolic éffect, perhaps due to a
generalized inhibition of protein synthesis in mammalian cells".

"Administration of 2.5 to 3 gms. of Chlortetracyclines given to under-
nourished adults results in weight loss, increased urinary nitrogen excret-
iony negative nitrogen balance, and elevated servum non protein nitrogen
concentration." ‘

(Goodman Gillman: page 1188, 6th Ed)

Gockes TeMe, J ackson, Ge Ge ,Gi‘igsby,M-E-, LoveyBeDe Jry, and Finland,M.

"Some effects of antibiotics on nutrition in man, including studies of
the bacterial flora of the faeces". Arch. Intern.Med. 1958, 101,476-513.

_ In India the majority of children who would receive tetracycline are
malnourished or bordering on malnutrition. They would be repeatedly
picking up infection - more often viral but bacterial infections as well.
Additionally, how much of this drug would get prescribed%y different
doctors or consumed anyway, we don't know. .

Be. BONE _GROWTH

According to Goodman, Gillman, 6th Edition (1980), Tetracycline
are deposited in the skeleton of the human foetus and young child. A 40%
depression of bone growth, as determined by the measurements of fibula,
has been demonstrated in premature infants treated with these agents.
(Cohlan, S.Q., Bevelander,G., and Tiamsic, T.: Growth Inhibition &f
Prematures Receiving Tetracyclines - Clinical and Lab.investigations.
Am. J. Dis. Child 1963, 105, 453-461).

4. Tetracycline induced diarrhoea is not exactly uncommon -
and that supra~infection by other organisms may occur sometimes.

5 "Tetracycline may cguse increased intracranial pressure and
tense.bulging of the fontanels ?bseudo tumor cerebri) in young infants,
even when given in usual therapeutic doses'".

(Ref: Goodman, Gillman)

Increased intracranial pressure presents itself with severe
headachey vomiting, loss of function of certain cranial nerves, and limbs
and if severe, even .death. The figures of the common or rgre this entity
is are not available to us right nowe e Fet

6e The ingestion of out dated and degraded tetracycline is known

to cause Fanconi Syndrome - a clinical picture characterized by nauseas
vomiting, polyuna (increased passage of urine, polydipsea ~ increased thirst,
acidosis, protienuria glycosuria and aminoacidune (passage of proteins,
glucose and aminoacids in urine). i

Our drug control of Sales of hazardous drugs, sales of out-
dated products is not exactly good and whether the problems created by
out-dated tetracycline is more than discolouration of the teeth would be
interesting to knowe

4 PREGNANT WOMEN

Liver Damage: According to Goomen,Gillman: "Pregnant women appear to be
particularly susceptible to severes tetracycline-induced hepatic damage'.
Schultz, J-G-, Adamson, JeSe ,JI‘I Workman,WoW- sand Morman, TeDe
Fatal Liver Disease after intra-venous Administration of Tetracycline
in High Dosage. N.Eng.J. Med. 1963: 269, 999-1004.

"Jaundice appears firs, and azotemia acidosis and irreversible
shock may followe Although hepatic fat is inéreased during pregnancysthe
quantity appears to be even greater after.exposure to a tetracyclines

"Disséminated -intravascular eoagulation has been reported in a
pregnant_woman_who developed hepatic renal failure after given only 2 doses
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of 100mgeeach of tetracycline intramuscularly (PridesGelss Cleary ReE. &
Hamburgers ReJe Disseminated intravascular coagulation asseciated with
tetracycline induced hepato renal failure during pregnancye Amed o
Obst. Gynae. 1973, 115, 585-586). This may be a rare phenomenone

"Ppeatment of pregnant patients with tetracyclines may produce
discolouration of teeth in the offspring. Ingestion of the drug between

mid-pregnancy to about iod is dangerous for
deciduous anterior teeth (temporary front teeth) and from 6 months to

5 years of age for the permanent anterior teeth. Children up to 7 years
may be susceptible to this complication of tetracycline therapy".

(Weyman,J. Tetracycline and Teeth. Pratitioner 1965, 195,66 1-665)

The argument offered for continuing its use is that
Tetracycline is cheap, easily available.

Tni Australia, the Drug Evaluation Committee has reconmended
the banning of all tetracyclines in paediatric formulase ’

In Belgium, the Philippines, Italy and the UeSeA.the drug
has been banned from Paediatric formulase In addition, there is the
compulsory warning: Not to administer in pregnancy and to children
below 8 yearss St = )

The International Organization of Consumer Unions has listed
Tetracycline as one of the 44 problem drugs, rated as a widespread serious
problem. o

Tetracycline is a more expensive drig than penicillin or
sulphonamides. It is a bacteriostatic drugs For meny infections it is
not so goode The yellownesSs of the teeth can be seen only months or years
laters and it lasts all thmough the patient's life. - >

A mother should not %be given tetracycline after four months
of pregnapeys nor should a child be given the drug if he is below 7 years,

unless hie/is in danger.

)
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Rationality in Banning Fixed Dose Combinations

M C Bindal, RsS Saxena(Mrs), Suman Lata(Mrs) & B P Jdaju
Dept of Pharmacy & Pharmaco0logy,
LLRM Medical College, Meerut.

Hathi Committee (1975) appointed by Government of India
pointed out that the medicinal needs of the people in India
can be met by only 116 drugs. However, Over 25,000 drug formu-
lations continue to be sold and prescribed in India, Many of
thee formulations are unnecessary variations of identicdal basic
drugs sold under different brand names er without any proven
therapeutic effect or they are too toxic for human consumption.
Unless there is a clear cut proven therapeutic superiority or
s fixed dose combination, such combinations not only put finan-
cisl hardship to poor patients but also expose the patienbs t0
the undesirable effects of the unnecessary med icament (s) of
such formulations. Dr H Mahler; The Director General of WHO
feels that 98 % of the drugs available in the developing worid
a® not essentials hence not required. The Drug Technical Advi-
gsory Board (DTAB) of India has recently (1983% recommend ed the
weed ing out of the following fixed dose combinations with an
uniform cut off date of March 31, 1983.

. Pixed dose combination of amidopyrine.

. Pixed dose combinations of vitamins w.th antiinflammatory

agents and tranquilizers.

. Fixed combinations of atropine with analgesics and antipy-

retics. ‘ .

, Fixed dose combinations of strychinine and caffeine in tonics.

. Fixed dose combinations of yohimbine strychnine and testo-

sterone and vitamins.

. Fixed dose combinations of iron with strychnine and arsenic

and yohimbine. ;

. Tixed dose combinations of sodium bromide/chloral hydrate

with other drugs.

. Fixed dose combinations of ayurvedic, unani drugs with

- modern drugs.

. Pig d dose combinations of phenacetin,

O.Fixed dose combinations of antihistaminics with antidiarr-
hoeals.

11, Fixed dose combinations of penicillins with sulphonamides.

12.Fixed dose combinations of vitamins with analgesics.

13.Fixed dose combinations of tetracycline with vitamins C.

14.Fixed dose combinations of hydroxyquinoline group of drugs
except preparations which aré’uswed’ for the freatmént of
diarthoods and:=dybentery.

15.F ixed dose combinations of steroids for internal use except
combinations of steroids with other drugs for the treatment
of asthma.

16.Fixed dose combinations of chloramphenicol except with
streptomycin.

17.Figed dose combinations of ergot except combinations of its
o 1kaloid ergotamine with caffeine.

18, Fixed dose combinations of prophylactic vitamins with anti-

T8 drugs except combinations of INH with vitamin Be .

1
2
o
4
5
6
7
8
9
1

The rational for the undesirability of the above said fixed
dose combinations can be based on the forthcoming arguments
andfacts.: : COMIMUNITY HEALTH CELL
. ‘ 4711, (First Fioor)St. Marks Road
M - BANGALORE - 560 001
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1.Fixed Dogse Combinations of Amidopyrine:

Fixed dose combinations of amidopyrine(amitopyrine) are
irptional because amidopyrine is an outdated and obsolete drug
as it causes bone marrow depression leading to agranulocytosis
which may be fatal(Beaver 1965). Even though it has marked
antipyretic and analgesic properties, its "over the counter”
sale in the United States had been prohibited since 193%38(Mood-
hury 1970). In view of the recent development of newer and
safr antipyretic analgesics, it is in public interest to drop
out amidopyrine gltogether from physicians armamentarium.

Fixed Dose Combinations of Vitamins with Antiinflammatory Agents
and Tranquilisers:

The addition of vitaming to antiinflammatory agents and
tranquillisers in fixed dose combinations does not yield any
proven increases in the therapeutic effects 0f these combina-
tions, In a way they are just like placesbos but certainly en-
hawce the cost of formulations. In most of the patients requir-
ing either antiinflammatory or antipsychotic therapy, vitamin
deficiency is not an ususl associated feature even in our coun-
try where malnutrition is s0O prevalent. Hence vitamin supple-
mentation with these drugs is both a watrte of vitamins as well
an unnecessary finanecial:burden for. the patients.

Fixed Doge Combinations of Atropine with Analgesics and Anti-
pyretics: : s

Analgesics and antipyretics reduce the raised body temp-
erature to normal(antipyresis).But Atropine is known to causec
hyperpyrexia (ie. it may raise the body temperature). Hence
such combinations is therapeutically antagonigtic and is there-
fore irrational. Furthermore, even in cases of visceral pain
(eg. colics), where atropine may be advised with the idea of
its antispasmodic property, simultancous administration of an
antipyretic analgesic, which is ineffective against visceral
pain has hardly any therapsutic advantage, All the more such
combinationg unnecessarily expose the patients to the potential
toxicity of antipyretic analgeésics. .l

Fixed dose Combinations of Strychnine and Caffeine in Tonics:

Fixed dose combinations of strychnine and caffeine in tonics
areundemirable because strychnine (formerly used as an appetiser)
is now an @bsolete drug and its enthusiastic use in tonics may
even inddice convulsions particularly in susceptible individuals.
Similarly caffeine though, has a mild CHS stimulant effect
leading to little temporary mood elevation and relief from fat-
igue, has no tonic effect on the body. Furthermore caffeine
products mild physical dependence and habitual use of this drug
in tonics may cause psychological and physical dependence for
such formulations.,

FPixdd Combinations of Yohimbine, Strychnine with Testosterone-
and Vitamins: o
Fixed dose combinations of yohimbine and strychnine with
testosterone and vitamins are irrational because yohimbine is
no longer regarded as therapeutically useful aphrodiasiac in--
man even when mixed with methyltestosterone(Laurance,1980).
Furmthermore, ohimbine should not be used therapeutically beca-
use of its side effects viz Central .excitation, raised blood
pressure, increased heart rate. Strychnine is also kmow an. ‘
obsolete. Vitamins do not play any therapeutic role(except in

deficiency disedses) and simply act as placebo, of course, giving

the psychological boost to the patient.
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6., Fixed dose Combinations of Iron with Strychnine, Arnica and
Yohimbine:

St rychnine, armica and yohimbine combinations are used as
stimulant appetizers. In most of the patients (except women)
generally there is no deficiency of iron because iron is adeg-
uatly stored in the liver. However, in very specific anaemic
cases supplemental iron therapy may be given separately. To
add iron in these formulations is irrational and may be just
for the purpose of increasing the price of the formulation or
to seek patient rights for the formulations.

7.Fixed cose combinations of Sodium Bromide/Chloral Hydrate with
other drugs:

Fixed dose combinations of sodium bromid/chloralhydrate
with other drugs can now be considered irrational Vecause both
these drugs are now obsclete due to their toxic manifestations,
Bromides on prolonged adminigtrstion replace the chloride ions
of the body. Because of the slow onset of action, cumulative
poisoning, manifesting as conjunctivitis, GIT gymptoms, derma-
titis and mental disturbances is likely to occur. Further thelr
exeeding slow onget of action and low potency make these
bromides unreliable hypnotics.

Chloral hyérate, being an irritant of the gucous membranes,
causes gastritis leading to a variety of GIT symptoms eg.nausea
vomitting flatulence and epigastric distress. Chloral hydrate
can even cause hepatic and or renal damagel In view of the
recent and more safer hypnotics there is now no justification
of prescribing chloral hydrate to patients.

8.Fixed dose combinations of Ayurvedic and Unani drugs with
Modern drugs:

T ¢ modern (allopathic) drugs are well, standardised and
their standardization methods are official. In case of ayurvedic
and unani drugs, official standardization methods are not 2
available at present. Therefore, it does not argue well to have
a combination of ayurvedic and/or unani drugs with modern drugs
bevause of the standardization problems of the resulting for-
mulations. In view of the lack of authentic repeatable research
dats on the efficacy of fixed dose e¢ombinations of ayurvedic
and wnani drugs with modern drugs, there is no justification
of such formulations to be sold for use by the general public.

9.Fixed d ose combinations of Phenacetins

Phmacetin is gradually loosing its importance because it
causes kidney damage when used in large amcunts or for long
periods. Hence it has no place in routine analgesic, antipyretic
and antiinflammatory therapy. Therefore, fixed dose combinations
of phenacetin are outdated and hazardous. Formulations contain-
ing aspirin with phenacetin and often with caffeine are promoted
with claims that they provide greater analgesic effect and/or
cause fewwer side effects than does aspirin alone. In most con-
trolled clinical trials such claims have not been found correct.

10.Fixed d ose combination of intihistaminics with Antidaarrhoeals:

The fixed dose comWinations of antihistaminics with anti-
diarrhoeals is rational, only in certain specific cases where
the diarrhoea is due to allergy(like protein allergy). In these
specific cases, the antihistaminics may be prescribed separately
sO that such combinations are not irrationally used in the tre-
atment of all other types of diarrhcea. Routine use of these
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combinations is not only a waste of antihistaminic drugs but
also it exposes the patients to the undsirable effects of this
class of compounds.

11.Fixed dose combingtions of Sulphonamides with Penicillins:

Even though gsulphonamides and penicilling individually
do have important role in the therapy cf infections. The com-
bingtion of penicilliin with sulphonamides is undesirable. This
is because the antagonism of the antibacterial effect may result
when bacteriostatic (Sulphonamides) and bactericidal(Penicillin)
agents are given concurrently,(Jawetz and Gunnison, 1953). In
addition oral combinations may even induce penicillin sensi-
tivity.

12.Fixed dose combinations of Vitamins and inalgesics:

In the fixed dose combinations of vitamings with analgesics,
the vitamins do not play any therapeutically beneficial role
and rather act as placebo. Therefore, 'such combinations are
therapeutically irrational. 9ince gsuch formulations are likely
to be misused by the patients and if administered for long
periods becauge of their vitamin contents, such combinations
are likely to expose the society to a veriety of undesirable
effects of analgesics. ~

13.Fixed dose combinations of Tetracyclines with Vitamin C:

There is no specific therapeutic indication of giving
tetracylines and vitamin C together because tetracyclines -7
does not cause any specific vitamin C deficiency. Therefore,
this combination is of no tirerapeutic superiority and may be
produced by drug companies just for enhancing the cogt of theoir
product. Further, in inffective conditions where tetracyclines
are indicated, vitamin C deficiency is not an usual associated
feature, such formulations should not be routinely employed.

14 .Fixed dose combination of Hydroxygquinolines group of Drugs

except preparation which are used for the treatment ol Diarr-
hoea and Dysentery:

Halogenaled hydroxyquinolines are indicated only in inte-
stinal infection like amoebiagsis. So the combination of hydro-
xyquinoline with some other antidisrrhoesl and antidysentery
drugs like enzymes for the treatment of dyspepsia is undesirable
because hydroxyquinolines may induce Subacute Myelooptic
neuropathy (SMON). Due to this toxic manifestation the use on
this drug in clinical practice has been abandoned in many ad-
vanced countries., The clinical use of these formulations for
such simple conditionsg like dyspepsia exposes these patients
to the risk of SMON and hence should not be employed.

15.Fixed dose combinations of Steroids for Internal use except

combinations of steroids with other drugs forthe treatment of %a

Asthma:

In view of the acute onset of the benefical effect of
steroids in a large number of clinical conditions, their uge
has tremendously increased in recent years. However, fixed
dose combinations of steroids with other drugs are objection-
able as it is extremely important to ad just the steroid dose
to the minimum that produced the desired effect and the dose
of the other drug if altered, not on the patients need for it
(other drug) but on his need for steroid. In view of the
widespread use of such combinations, the patients are exposed
to texic cumulative effects of these drugs. However, in case
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of asthma, since immumological factors play an important role,
and adrenal steroids cause nonspecific reducation of the res-
ponse to the antigen antibody reactions, the fixed dose combel-
nations of steroids with other drugs in the treatment of
asthma is therapeutically rational and justified,

16, Fixed cdosecombinations of Chloramphenicol except with Strepto-
myciny

Chloramphenicol is & drug of cnoice only in the treatment

of enteric fewer and gastroenteritis. Its combination with
streptomycin in the treatment of gastroenteritis is therapeuti-
cally justified because this combination has been found thera-
peutically superior to either of these drugs alone in the
treatment of mixed infections of the gastrointestinal tract.
But combination of chloramphenicol with other drugs(like tetra-
cycline) is irrational because both the drugs have almogt the
same antimicrobial spectrum and also because chloramphenicol
is more toxic as it may cause aplastic anaemia.

17.Fixed dose combinations of ergot except combinations of its
AMkaloid #rgotamine with Caffeine:
. Brgot alkaloid, ergotamine is effective in the treatment
of migrains because it is a vasoconstrictor agent and p:. events
the rhythmic distension of extracranial arterics,

Caffeine may be allowed in combination also because of its
vagocongstrictor effect on intracranial vegsels. However the
combination of ergotamine with other drugs(like paracetamol,
prochlorperazine etc) have no therapeutic advantage and hence
irrational,

18, Fixed dose combination of Prophylactic vitamins with anti-
* tubercular 'drugs except combinations of I N H with vitamin B,

Fixed anti tubercular drug (except INH) are irrstional
becuase in these combinations, the vitamines have on therapeu~
tic role to play (of course unless there is a witamins defi-
ciency) and they simply act as placebo and might give some
psychological boost to the patient. However, because INH causes
vitamin B6 deficiency, its combination with vitamin B6 is
rational and therapeutically jystified.

iAnother drug combination which has been recently banned
in this country after a much hue and cry from the medical
experts is that of Estrogen Progesterone (E P combinations).
These combinations were used for test for pregnancy. The use
of E P hormonal preparations were banned in U 8 4 by the Food
and Drug Administration (FDA) in 1975 because these p.epara-
ticns were found to seriously damage the foetus.

It ig often alleged that drug companies levy a heavy burden
on the common man by charging more and more through their
dubious multiple drug formulations which are their garénted
products. For example, the real pain killer in most ofthe
analgesic tablets is agpirin, the market is flooded with =
number of costlier pain killers containing in addition salicy-
lamide, caffeine and quinine sulphate, which have no proven
synergistic efficacy. Similarly, amongst =anti-cold cintments,
only menthol is said to be of any real therapeutic value. Here
tco, other ingredients of dubious value like camphor, turren-
tine and thymol are often-dded in order just to put in market
a new formulation =2nd thus increase the price of such =
patented formulation.
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In our opinion guch anti-social problems must be tackeled
at all levels. The responsible persons of the society in the
medical and health field, like doctors and pharmacists should
keep a close watch on the drugs banned inthe developed countries
and als¢o on the drugs which on clinical triasls have not been
found safe and effective. These responsible men should convey
2ll the, clinicel information on such drugs or their combinations
to the appropriate authcrities of the Government of India.Though
the Drug Technical :dvisory Board (DTAB),Drug Consultative
Committee(DCC) and Dirsctor General of He.ltq Services(DGHS)
have been entrustsd with this job by the Government of India
but other responsible men in the medical field will also have
to keep a vigil so that there is no oversight on the part of
the officinl machinery and the harmful and obsolete drugs from
developed countries are not dumped in dur country any longer.
The World Health Orgqnlzatlun(, O) should also play an effectiwe
role inthis regard and ensure that only safe md effective .~
drugs are sold to member countries. In addition, the government
nust adopt the recommendations of WHO on essential gemciric
pre pﬁr”tlons. In a developing country like ours, the goal must
be to ensure availability of essential drugs to pqt:»nts and
health education to all about safe water, sanitation and finally
sufficient nutritious food.

L]

However, the major problem lies in the fact that a large
number of drug formulations in India have not been adequately
evaluated for their safety and this agnin emphasises the need
to exercise strict quality control . This becomes much more
significant in the light of the recent statement by the Gover-
nment in Rajya Sabha thqt 17.5% of the drug manufactured and
sold in the country in the last three years were found 4o be
subgtandard.

Over all, if employment of such fixed dose combinations
aids the busy physician and does not gignificantly represent
a"lessoning of his individualized orientation t0 his patient
and are rational from the therapeutic point of view, they are
a boon to therapeutics otherwise a curse to the patient and
the scciety.
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HAZARDOUS, BANNED, BANNABLE AND DUMPED DRUG 3

(Prepared‘for‘Drug‘Action Core Group meet at Wardha 30-31s%
July '84 as a Background paper for discussion)

The issue of dumped drugs for past few years has been
much in the news. The multinationals involved in manufacture
arnd sales of such drugs have received their dure share of

- condemnation, Foreign government policies which provided the

scope for exports of such hazardous products have been conden—
ned by many of us eg.. the Clayton Amendment ‘ct and the U. 8.
Resolution, e —

It is well known that sales of medical technologies and
drugs is a commercial enterpriss, the motivation ig'profit
making and not 'service' or 'welfare work'.

Realizing 2ll this the question. arises as to how much a«
q

citizens of India, can we expect our drug control authorities

to safe guard our interests. The pressure from the drug indu-
stry is.immense. It is not merely money power but political
connections & influence over the medical lobby. Many of the zo
called medical experts are in their pay roll, many others sare
conducting 'scientific studies' sponsored by the companies,
attending conferences sponsored by the companiesg, receiving
gifts and samples from the companies. This affiliation is not
unexpected. Inspite of knowing this our expectations from our
drug control authorities is high. After all our pharmaccutical
industry is the most develcped in the third world, ( ie accord-

“ing to UNIDO it belongs to Category 5,-developed enouzh to be

self sufficient).

We have demanded that our imports, production snd sales
sh?Il give priority to essential, life saving drugs over irrs-
tional and hazardous drugs. This being along with WHO's guide-
lines for Essential drugs programme., The drug-industry and its
supporters allege that concept of essential drugs-is only for

"struggling, least developed third world countries and not for

a country like'India, with its well developed industry and
high and advanced level of medical expertise sHowever, this
same lobby puts India in the category of less developed
countries when it comes.to the issue of banning drugs snd drug
control, claiming that congide1@1® of hazards over efficacy
are luxuries which we cannot afford!

However, consumers anywhere in the world have a right to expeot
that irrational hazardous drugs are not issued licences and
that licenses of such banned druss should bé withdrawn as soon
as possible, bans implemented, and that all drugs in the market
are quality controlled.. We have 20% substandard drugs ielin 5
will not be effective With increasing number of spurious drugs
fioating in the market, the problem is beginnins to take danger-
ous proportion, _ :

Since 1980 we've been concerned .about this issue of dumped
and hazardous drugs. We widely circulated the list of combinat—
ion drugs recommended for being weeded out and printed it in
our special issue of HFM on Drugs April-June 1981. Since then
the story of the drug ban has got more and more convoluted ard
fascinating., Our earlier belief is only reconfirmed that the
govermment is not serious asbout controlling the sale of



oo.2.o.

hazardous drugs. The budget allocation for ensuring this, the
expertise, technical personnel, quality control labs, qualified
drug inspectors, mechanism to keep the health personnel and

the public informed about these drugs has remained depressingly
inadequate. Inspite of all the hue-and ery raised by health

and the Consumer.groups, nothing very muck has happened .

i The health of the nation seems to be relatively unimport-
ant, as indicated by decreasing health budget, The Central
Prug Contrl authorities allege that they have no real powers

- where implementation is concerned as this depends entirely on
- the state drug control authorities. They argue that they have

inadequate budget and infrastructure.

Expenditure on Health as a percentsgze of total pban

Programme FYP .I FYP Il "FYP III FYP IV FYP ¥  FYDP. VI
1951-56 .1956-61 1961-66 1969-74 1974-79 1980-85

Health sub- ‘ :
total to plan - 3,83 3.04- . 2,79 2.74 Lol S8

~On¢ glqnce at what is happening to the health budget 'is encugh
to indicate .the priorities health care is receiving in our
welfare state. :

We have 600 drug inspectors in the country (Hathi Committee
has recommended ). The required number is one for ¢ drug
units and 29 chemist shops. Only Maliarashtra, Gujarat and
Kerala have the stipulated number of drug dinspectors and an
adequate drug conbtrol mechanism. .

In this paper we will not touch upon the extent of the
problem of substandard and spurious drugs and the name-sake
action being taken against those involved in their produce
and sales. ’ i

. Ourfotus will be on what has happened to the drugs reco-
mmended for being weeded out in 1980. In 1980 the Brug
Congultative Committee o statutary body consisting of nedical
experts under Section 7 of the Drugs and Cosmetics Act{(Central
act 23 of 1940) nominated a subspecial committee to go into
the rationality of 34 categorics of fixed dose combination
drugs. They were to study whefher these drugs should be with-

drawn or allowed to be manufactured and sold.

825 it arie ..-01 b : ".H’; gl “-_ - ) Iy . - s
The criteria hsed by the QOgﬁlﬁt;@ s very sg§81bl;_9ndf§t;g%@?:

- i
4 Sub Committee of the Drugs Consultative Committee, com— -
prising state drug controllers, has 12id down well thought
out and rational yardsticks to determine the desirability
of combinations offf drugy. . As per these norms, combingtions
of drugs.should only be allowed: in the following cases:

a) If there is synergistic action

b) Where there is corrective action

c) When two or more drugs are normdlly prescribed toge-

*  ther ard taken by the patient simultaneously.

'd) When the dosage of each of the drugs need not be
individualized.,. : : :

¢) Where a fixed doge combination would ensure better
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pationt compliance due.to conveniente of admini-
i IREG 2 | K : : _ stration,
f) Where two. or more drugs), prescribed geparately,
* may lead 1o non ingestion of one of the drugs,
this adversely affecting the health of the patient,

Conversely, fixed dose combinations of ‘drugs
Lot be permitted under the following circumst

a) Where sdverse interactions may. occur

b) When one of the combined. drugs becomes -toxic on
©prolonged use, . :

c) ‘When abrupt withdrawal of one. of the drugs caused

; " withdrawal symptoms
d) IT "sub therapeutic doges are used in the abgence
of clinitally demonstrable synergism

e) When pharmacokinetic behaviour of the individual

.agents is grogsly different.

i Thee riteria used by Bangladesh for banning 1742 drugs is
given in the.appendix 1,

We'll just look at what was involved in attempts to ban
o few drugs'cg. Amidopyrines, High dose E P drugs, Paedistric
tetracyclin, Steroid combiiations sre dealt with later under
S ambiguity is. the name:&f the game, ' \ :

The sub committee submitted its report, 'recommended a ban
of 23 combination drugs and Ziving their reasons for recommend.
ing the ban. 16 categories of these drugs were rocommended for
lmned Inte weeding and 7 of the categories to be weeded over
a specified time. Over 500 brand drugs would Thus be affect od
(This I1igt of 23 combinations and the rensons are attached in
the appendix}i. This report was presented. to the DOC at o
special meeting.on 10.10.8f; apd later to DTAB ard Ministry of
Health and Family Welfare' scCepted it in 1981. The DT AB(Drug
Technical Advisory Board) a Statutary body under” section 5 of
the Drugs and Cosmétics Act Central A¢t 23 of 1940 1ovomnonded
bahﬁiﬁg;ﬁffTSffiiEHj§§§5~bbﬁﬁiﬁéﬁf@n(liSf"affﬁbhéd as appendix

» o e R DI 5 2)

Under section 23 P of the Dprugs and Cosmetics nact 1940
the Central government has had the powers 1o igsue guch
.directions to the State governments as required to exccute
the Drug act. Under scction 18 of the act ihe state govermment
has had the power to 'prohibit manufacture,distribution aad

ale of drugs by a gazette notification.

These drugs were randomly selected from the Pharmaceuti-
cal Guide, OUENPﬁ“E§9§§_3§Q brands 44 brands weré marketed by
foreign sector, 8 by public sector and 298 by privats seotor.
A polnt. to note is that most of these drugs were being produ-—
ced by private Indian companies and. not multinationals. This
was to be ! Inphased : discontinuation. According to the
authorities"the purpose was 0 give time limit to firmg who
may have already purchased the bulk dr ge for manufacturing
the formulations”, What compassion and consideration ‘shown
to the drug companies?
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AMIDOPYRINE

: The Drug Controller of India(DCI) by DO No.1273/77 L¢
directed the State Drug Controller to ban the fixed dose comb-
ination of amidopyrine on effect from 3,2.82. Orders were
issued to stop mznufacture from st July '82 and sale by
October 31gt '82, This ban was later extended further to 31 5, 8%

The DCI through his DO No. 1901%/8/81D dated 22.4.82
directed the State Drug Controllers 4o ban the manufacture of
fixed dose combinations from 30.9.82 and their sales from
31.3.83. Sequal to W%gqnme panel report govermment decision to
withdraw 350 unnecessary drugs was taken,

When Maharashtra FDA did ban amidopyrines, the multina—
tional most. affected managed to get a stay order on the ground s
that the drug was allowed to be marketed in other states by
their sﬁéﬁé'FDA's;'Iﬁ"1980'§§”f6meléfi6ns of amidopyrine ur
duced by 20 s6 manufactures were in the market. Multinations
and other big drug houses highly frusted by the public such
as SuirfiGeigy, Sandogz, Suhudgeigy, Unichem, Ethnor, Thems,
Indon were involved. Most of these drugs were beins sold with-
out adequate warning,

O
<
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As Praful Bidwai on 19th August 1980 stated in the
Financial Times Harmful drugs production still not stopped, -
“reluctant to lose their market share, these c¢ompanies have
merely continued tc produce and market amid opyrine and are
continuing to sell ‘their preparations without even sn add it
onal warning .about the drugs side effects,.

Mukaram Bhagat Gantre for Fduchtion ard Boclgentation; -
in "' Aspeots of Drug Ihdustry in India' gives the example of
Tamilnadu governmgnt . medical list for government hospitals in
which drugs like amidopyriné, phenacetin and ‘anzlgin are very
much included even when they were considered harmful and been
disallowed,

PHENACETIN AND HOLOG ENATED HYDROXYQUINOLINE:

B
nated an deroxyquinolige was to.be effective from 1.11.82.
Thedate of: the ban of fixed dose combination of amid opyrine,
phenscetin and halogenerated hydroxygquinolines was extendoed
to 51.3.83 through DO No. X19013/8/81-D dated 1%.8.82.

A

an _Of @ixed dose combinations of phenscetin and hologe-

in 1979 January the Drug Controller of India had issued
an order to gradually phase out anidopyrine as always ‘phased
discontinuation' process was not meant to be implemented as

oW

there were no specific DEADLINES,

HIGH DOSE OF E P DRUGS:

Through another DO No. 12-48/79-DC dated 26.6.82 the DOL
directed the State Drug Controllers to ban the manufacture
of high dose estrogen and progegterone combination from

31.3.8% and their sales from 30.5.83.

M/8 Unichem Labs Bombay (0P 2927/82 of writ petition
2928/82), M/8 Nicholas Labs Bombay and M/S Organon (now known
ag Infar (Indiz)Ltd Calcutts filed writ petitions in Bombay
and Calcutta high courts against the DCI's instructions Lo
ban these drugs, their contnticn that Central govermment
has no powers to ban the drugs. The high court of Bombay and
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Calcutta have granted stay orders and these products cohtinua
to be available in the market.

Even though section 104 and 264 of the amedned Drugsand
Cosmeticsg Aotu%April '82) empower the Central Government to ;
prohibit import, manufacture and sale of any drugs considered :
harmful/toxic or irrational etc. Since the matter regarding
high dose E P drugs was in the court, these drugs have IOT beern
included in the gazette notification of the DCI issued on
23.7.83 banning 22 fixed dose combinations.

What is absclutely objectionable is the fact that(this is

. inspite of the act of the Drug Controller of India's earlier
instruction dated 26.6.82 banning the production ard sales of
high dose E P drugs from 31.3.83 and 30.6.83) M/S Organc

(INDIA) Ltd have managed to obtain extention of licences %o
manufacture these products for asnother 2 years.

A sample of high dose E P drugs from Calcutts with maru-
facturing date 31.12.83% indicates that the ban is not merely
being flaunted by Organon but by other drug companies manufa-
cturing these products.

The misuse of these drugs for hormonal pregnancy tests
and for attempting to induce abortions continues massively.

PAED IATRIC TETRACYCLIN

Manufacture of Paediatric tetracyclin drops was to be
banned from 1.5.82, no date was then given for marketing.
Paediatric tetracyclin have since been banned on paper., They
are still available, OTC, without warning.

Paediatric tetracy®lin ban too does not figure in the
gazette notification of July 23rd 1983;

On April '82 the Drugs and Cosmetics Act was amended
whereby the Central Government and the Central Drug Control
Authorities were given specific powers to 'ban the import,
nanufacture and -sale of drugs in public interegt'.(This was
rmentioned in the Brug Action Network Newsletter October '/7°

Section 3(b)(i) was substituted and section“—ﬁ_am% é%“
were inserted in the act. This came into eff~-= ITom }f o Lo
This means that had our Central Drug Cont:9l authorities wan+uﬁ
‘it, gazette notifications banning tr- manufacture and sale of
these driugs could have been updesvaken immediately under the
powers invested in it unds:x section 261 of the act exercised.

The implications of this delny have been that certain
‘drug companies have challenged the drug Controller of India o
authority to ban these drugs. Some of then have.evin got sta%d
order ggainst specific bans, making these bgns lnexfecﬁual 31LV
the whole drug control authority of our nation av;aughlng.stpch.
‘The drug control authorities see their role as mqlnly advisory
and hence don't feel particularly perturbed. Actually to come
to think of it no one in the Health Ministry at Centre or State
level seems to be particularly perturbed. her A

Allowing this éxtended: time period, during which imports
manufacture and sales have continued amounts to 'arbitoriness
and digcrimination' sunder article 14 of Constitution of India,
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according to Vincent Panikulangara since these drugs would be
dumped in the market, substitutes withheld. With our efficiemncy
0f drug control mechanisn, products in the chemists shops will
continue to be sold and never withdrawn.

According to Section 264 of the Drugs and Cosmetics
et 194—0 '

"Without prejudice to 2ny other provisions cont—
ained in this chapter, if the central govermment

is satisfied that the use of any drug or cosmetic
is likely to involve .gny Figk 5 hussn beings or
animals or that any drug does not have the thera-
peutic value claimed or purported to be claimed

for it or contains ingredients and in such quant-
ity for which there is no therapeutic justification
and that in the public interest it is necessary ox
expedient so to do, then that govermment may, by
notification in official gazette prohibit the manu-
facture, sale or digtribution of such drug or
Cosmetic", ' :

Under section 10A of Drugs and Cosmetics Act of 1940 also
there is a mandate that following a gazette notification
imports of injurious drugs can be banned. .

Article 47 of the Constitution of India lays down
that

"The State shall regdard the raising of the level
of nutrition and standard of living of its people
and the improvement of public health as among its
primary duties and in particular the state shall
endeavour to bring about prohibition of the con-
sumption except for medical purposes of intoxica-
ting drinks and of drugs which are injurious to
health", :

“.~Under section 53 P the DCI directed the State Drug Contro-
llers toiban the 20 fixed-dose combinations. The State Drug
Controllers under section 18 of the act could exercise their
power and prohibit their manufacture and sales by issuing a
gazette notification., According to Vincent Panikulangara, the

‘Stote Drug Control authorities are guilty of not exercising

their power and taking responsibility. They have thus violated
section 18 and 33 of the Drugs and Cosmetics jct amd violated
the fundamental right of the public citizens to health and life
under gsection 21 of the Constitution of India. Articie 14 of
the Constitution ig also violated by their having acted in 2
arbitrary and discriminatory manner contrary to public interecst
in favour of the Drug companies. ° :

Kerala High Court Ju ge Mr Potti's judgement on Vincent
Panikulangara's writ petition .speaks for itself.

"is betweon the 1ives of the citizens of this
country on the one hand and loss that may result to
the manufacture and traders by the inmgdigte~bun.

on the manufacture and sales on the other, the
government had chosen to view the latter as of

more concern, It is fhe duty of the state to
protect its citizens from injury and harm especially



when the injury is not inevitable".

Acting Chief Justice

P Subramanian Potti and

Justice Paripuran ,
Kerala High Court,-in their dire-
ctive to the Union of India to.release
the list. of brand names of banned drugs.

In October 1982 M/S Nicholas(India)Ltd Bombay filed =
writ petition in Bombay High Court against the decision to ban
the fixed dose combination of aspirin and vitamin C. The
Bombay high court after the hearing of the respondent ruled
that State Drug Control authorities has no power under Section
18 of the Drugs and Cosmetics Act to stop the manufacture and
sale of these products.(The high court ruled that it would be
~opén to the respondents as and when the law has been enacted
to pass any fresh order as it is congidered necessary in accord-
ance with the law after following procedures prescribed by t

government) ,

Subsequent to the Drug .,mendment /ct coming into force on
1.2.83 the manufacturers have again gone to court challenging
the central government and sectiong 264 and 104 0% on grourds
of "LACK OF CBJECTIVE CRITERION for such ban".(. specizl hand-
out on Rationale of the ban is availablé with us).

The Comuissionor of FD. Maharashtra State(which is suppo-
sed to be having the best drug control mechanism) had informed
the DCI that ‘in the light of the ruling given by the Bombay
High Court "it would not be pdssible for him to thke any acticn
to stop the manufacture and sale.of any of the fixeéd dose
coembinations in question™, (Letter dated 9 June 1984 by Drug
Controller of India to us). ;

It was probably the above as well as Vincent's writ
petition against the state and central drug control authorities
for not having used their power that forced DCI to istue the
gazette notification. .\ point to note is that dr gg banned ear-
lier and at different ty,es make the brand banned list. B P
drugs Y% not “included 1h~phe'gazetteaﬁctiﬁiogti@n;*‘_ e
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‘ The ambiguidty of the wording of the gazette notification
hit us early, when we attempted to compile the banned brand
list. It was not clear whether for eg. in Category 4 include
- any drug containing yohimbine or gtrychnine would be banned
- (as neither of the two were considered to have therspeutic

value and irfact could lead t0 serious side effects as stated
-~ even by the DCC). ' St
- or the ban was applicable to drugs containing both yohimbine

and gtrychnine, :
- Oor to yohimbine and gtrychnine with tegtesterone or vitamins
- or OMLY to drugs which contained sll 4 ie. yohimbine,
strychnine, testesterone and vitamins.

Another doubt was regarding, criteria 12 ie. whether it
could effectively deal with sterpid and antihistamines combi-
nation which could be: indicated for sllergy as well as asthmn.
First of all DCC had recommendad”s ban.of all steroid combina-
tions. lizking this exception would Obviously encourage misusec.
After all doesn't the microscopi¢ print in the medical litera-

ture for high dos¢ & P drugs now-s—days say only secondary

amenorrhea and isn't’ it true that it is mostly used for pregn-
ancy testing and at“empting abortion, changing the indicetion
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on paper of a hazardous drug won't alter its use. Similarly
allowing steroid combination for asthma won't present their
misused for other conditionsg:

The DCC had recommended bannine of all fixed dose st
combination, DTAB decided to prohibit manufacture of fixcd
doge Bombination of bronchodilators, antihistaminics and tron-
guillizers with corticosterocids as early as October 4, 1940.

e
)

Dr B Shankaranand, the then DGHS, chairing a meeting had
said "The current medical practice in all the developed count-
fies is t0 give corticostercids separately and fixed dosc
combinations of corticosteroids with other Arugss are bein:

‘discouraged”, ' ' :

Prof. Harkishan, Singh of the Department of Pharmaceuticnl
Sciences Punjzab Univergity statof .that there existed "published
evidence to show that cortico steroids taken in small doses
over longer periods are more harmful than if taken in larger
doges over shorter time".

The Drug Consultative Committee comprising of all state
Drug Controllers entrusted the responsibility of evaluating
34 categories of fixed dose combination, on basis of their
rationality to a sub-committee. The sub committec comprising
of some distinguigdhed medical experts recommended a ban on
steroid combinationg. The Committee warned agalinst compulsory
intake of steroid because the "fixed dose combinations of
steroids for internal use.can produce serious side effects viz
fluid and electrolyte disturbances, hyperglycerisa glycosuria,
‘increased suscesptibility toiinfection including TB, peptic
ulcers, osteopdrosis, steroid myopathy, cushings syndrome and
Hersutism, combination with bronchodslators etc.".

Dn Lecember 31, 1981, the Drug Technical advisory Board
constituting of exactly the same members reversed its own
earlier decision. It felt that there was a need for getting
wider medicnl opinion and further details and allowed the sales
of these products. '

Shitls Dr Gulati MIMS Editor in, his editorial MIMS Indis Vol.2

'No.? February 1982 writing about the "samersqult on steroids"

says "they must have had very extraordinary reason to =~~~

a) reverse their own earlier decision

b) ignore the advise of DCC -+

c) consider the opinion of the whole battery of eminent and
distinguished medical specialists from researéh institutions

. &8 inadéquate s0 as to ask further details and wider medigal
opinionter el S5 : ST R

It would be interesting to find out how and why this
change in their stand ion fixed dose combinations of steroids
took place. We would very enthusiastically have undertaken this
exercise, had obtaining information such as this, been a less
teldlious, less time energy’ consuming and.less frustrating affair.

The Kerala High Court julgement, in response to Vincent
Panikulangara's writ petition OP 8439/1982 had directed the
Central and State Drug control authorities "to publish the
list of trade/brand namaes and the names of the manufacturers
of thése drugs. This was in 1982. Repeated requests for the
same ‘have been made t0 the Central Drug Controllers office.
Some' of the“Drﬁg'Ebtiohﬁﬁé%ﬁorkers ilave been requested to do
the same at the State lewel.
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Excuses were made that the drugs have been licenced 2 NG,
registered with State health auwthcrities and the centre alleg-
edly has no 0lue about the various formulations and brands
anOlVJd 2hedrug cuntrol mecnanism ig so ineffi~igunt that

ven to obtain just the list of, these products has taken more
thln one year. To Erisure their ban oy ! guality control’ would
Juklnltﬁly tﬂhb‘d century. :

i~
et

should be noted that the drug ban will be applicable
Ser Crugs than what we had anticipated, Tmepite of the
¢ of irrational and hazardous ingredients only thcse
will be banned tnﬁt contain all the ingredieénts mentioned
e various categories eg. under category 5 -only those
containing all the following ie. yohimbine + strychrnine +
esterone + Vitamins will be affected. :
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According to Dr Das Gupta, Asst.Drug Controller the
banned brand list will be ready in about 3 months, Ve had pre-
pared our own black lists of banned or bannable drugs as far
back as 1982 which hsve been circulated amongst the health
care institutions in the voluntary sector nd Grug action
networkers. These black lists have be en {ur
Clioguinols, hyuvuxyqulnolln&s ie, mexwfurm and Co
amidonyrines - abalgen Brgopyrine
Paediatric tetracyclin
Diphenexylate - lomotil ete.

Anabolic sterocids :

Penicillin and strsptoay01n Y In DCC
Chloramphenicol and gtreptomycln :

High dose B P drugs iy
antiinflanmatory agents and gteroids cte.
(Background papers based on the nbovo underlined drugs had
been prepared amd are available),

(o)}
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recomncendations

2-3 attempts 2t compiling the banned brand list based on
drug banned by the gnzette notification have been made. Three
things have prevented us from w1énlj circulating them.
i) Our expectations from our drug control ﬁutdorltleg t ¢

B e

theravailable at Teast affer The Xorala High Court judg:
and Qupreiie COUFt writ petitioh, o .
19) “The dlfIlcultJ 1}””Etllnlng the drug list of formulations
from the otgua_urué Control authorities.
iii)The process of refornuiation of various drugs taking place
3 with our not havVIng any inforiation as t0 iz gy,
2)- which drugc were being formulated and sold as reformu—
latdng? i
'b) Which drugs were being reformulated but. their bamnned
formulations under the same BRAND ex1cteu, Were sold
“ungcrupulously in the market?
¢c) Which were the hazardous banned drugs still being manu-
factured and sold asg such? 2 3

G
B

Our health and drug contro: - wuthoritics Zet ettrarcly upset
when we mention the achisvements of Banglalesh in toeir ~ttempts
towaris s Rational Drug Policy. Inforced +o mention bangaldesh
again., It should b2 noted that =fter the issuing of +hn
Promulgation basnning 1742 druge in June 1982 the timc period
tLven to the drug companies of 3, or 6 or 9 munthb was given
to withiraw these products from the market, o degtroy these
products. even their export %o cther r‘oun‘crlnt‘ was strictly
prohibitéd. We on the other hand have failed to 1mn¢cuent a
recommend ed ban by our own govermment committees on? _banned
by cur -own drug controller. The drugs banned werc mere fow
hundred, not over 2 1000. The time period given was for the
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arug CUmyqnle to cumplete the manufacture of their formulatidr

and sell off their stocks. The stocks surprisingly ‘like Medushs
head never seem to finish‘off,

Nepal, Pr “lﬁtﬁn, Mala
that u4¢oqu1nul (hydroxyqu
nisi ks qnt the Deutlc value arﬁ

P nvn_h. 8 mmaar side @ffvctn
de cided to ban these druzs. Ciba Geigy makers of mu
have znnounced their plsns to withdraw the Grug from int
tional market. We continue to zllcow them tc be sold and -
moted under more than 90 brands (including those procduced by
our public sector.)

The Drug campaigzners from Bangladesh, Sri Lanka have
OmplilnGL about the outrageous smuggling in of thesc banned
roducts from India, Our continuing to allow the manufacture
ard szles of these hazardous and irrational products is not
nerely hazardous tc the health ¢f our.people, it also creshes -
prvblems for our littler neighbours who are attempting tc rat-
ionalize their drug policies, in the interest of their people.

p) ol ®)

L dmpnaaings

with 'urJng_gucd health, available 10 1ﬁx"jﬁéwg;Illfh_pwfﬁlp
it hﬂs no business to allow irrational and hazardous_ .

If our government authorities cannct make all thea at goes

A S A s - g e

be inTIicted Gpon théa.,

o~

We will compile our own banned brand list and while the
game playing goes on between the health, drug control authori-
ties of centre and state’ ... thedrug industry 2and the high
courts we will ensure that all these drugs are BOYCOTTED by

health perdonnel as well as consumer%.

The DCI had in one of his npetlngs ‘last year lent\u outb
that unhygienic conditions in the public hospitals, lack of
clean water, sanitation quackery and unethical practices by
nedical personnel were greater problems than CUntlbung sales
of few hazardous drugs.

We want to nake 1t ‘clear that the issue here is not

aperely of banning a few hazardous and 1rr1tig)ﬁl drugs but it
da to focus on what is ﬁﬂln - On 11 the name orrheslth ¢aPvet,
It is to high llbxt'%naf ~when ‘causes of 11l health 1ié el:
where in nrlm,3117 “denling with Tden aldne will fn”15 ¢ one
abgut " QJ;nlilc,nu change In Lun'thIﬁh status and quality of
life of our 3931109 There are no effective pills sgaingt 7
pJVurty and the diseases of prvfty Tc deny ie\plc their
right to health ¢are is bﬁd endugh, but to let louse 'garbage
ani trash in the name 'of medical care is is inexcusable [, °
infla untlﬂp and tota lly unacceptable.

Uit Mars, Shisre
Coordinator
Low Cost Rrugs & Rational Therapeutics.
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Rationality in Banning Fixed Dose Combinations

M C Bindal, RgS Saxena(Mrs), Suman Lata(Mrs) & B P Jaju
Dept of Pharmacy & Pharmacology,
LLRM Medical College, Meerut.

Hathi Committee (1975) appointed by Government of India
pointed out that the medicinal needs of the people in India
can be met by only 116 drugs. However, over 25,000 drug formu-
lations continue to be sold and prescribed in India. Many of
thee formulations are unnecessary variations of identidal basic
drugs sold under different brand names @r without any proven
therapeutic effect or they are too toxic for human consumption.
Unless there is a clear cut proven therapeutic superiority or
a fixed dose combination, such combinations not only put finan-
cial hardship to poor patients but also expose the patiends to
the undesirable effects of the unnecessary medicament(s) of
such formulations. Dr H Mahler, The Director General of WHO .
feelg that 98 % of the drugs available in the developing worid
a® not essentials hence not required. The Drug Technical Advi-
sory Board (DTAB) of India has recently (1982) recommended the
weed ing out of the following fixed dose combinations with an
uniform cut off date of March 31, 1983.

retics.

. Pixed dose comblnatlons
. Fixed dose combinations
sterone and vitamins.

. Fixed dose combinagtions

and yohimbine.
. M xed dose combinations
with other drugs.
. P xed dose comblnations
- modern drugs.
. PFiwd dose combinations
10.Fixed dose combinagtions
hoeals.
11.Fixed dose combinations
12.Fixed dose combinations
13,Fixed dose combinations

14.Fixed dose combinations
except prsparations which aré’uswed’ for the fregtmént of
diarrhovs add:dysentery.

of
of

of
of
of

o,
of

of
of
of
of

. Fixed dose combination of amidopyrine.

. Pixed dose combinations of vitamins w.th antiinflammatory
agents and tranquilizers.
Fixed combinations of atropine with analgesics and antipy-

strychinine and caffeine in tonics.
yohimbine strychnine and testo-

iron with strychnine and arsenic
sodiun bromide/chloral hydrate
ayurvedic, unani drugs with

phenacetin, L .
antihistaminics with antidiarr-

HTALTH CELL
k
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penicillins with sulphonamides.

vitamins with analgesics. o

tetracycline with vitamins C. g =

hydroxyquinoline group of drugs & <
€)

15.Fixed dose combinationg of steroids for internal use except
combinations of steroids with other drugs for the treatment

of asthma.

16, Fixed dose combinations of chloramphenicol except with

streptomycin.

17.Figed dose combinations of ergot except combinationg of its
a lkaloid ergotamine with caffeine.
18, Fixed dose combinagtions of prOphylacth vitamins with anti-
TB drugs except combinations orf INH with vitamin Bg |

The rational for the undesirability of the above said fixed
dose combinations can be based on t%ﬁ fortheomingcayguments

.andfacts.:

47/1, (First Floor) 3i. Marks Road
BANGALORE - 560 001
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1.Fixed Dose Combinations of Amidopyrine:

Fixed dose combinations of amidopyrine(amitopyrine) are
irmtional because amidopyrine is an outdated and obsolete drug
as it causes bone marrow depression leading to agranulocytosis
which may be fatal(Beaver 1965). Even though it has marked
antipyretic and analgesic properties, its "over the counter"
sale in the United States had been prchibited since 1938(Mood-
bury 1970). In view of the recent devélopment of newer and
safr antipyretic analgesics, it is in public interest to drop
out amidopyrine altogether from physicians armamentarium.

Fixed Dose Combinations of Vitaming with Antiinflammatory Agents
and Tranquilisers:

The addition of vitaming to antiinflammatory agents and
tranquillisers in fixed dose combinations does not yield any
proven increases in the therapeutic effects of these combina-
tions., In a way they are just like placesbos but certainly en-
hamwce the cost of formulations., In most of the patients requir-
ing either antiinflammatory or antipsychotic therapy, vitamin
deficiency is not an usual associated feature even in our coun-
try where malnutrition is so prevalent. Hence vitamin supple-~
mentation with these drugs is both a watte of vitamins as well
an unnecessary financial burden for. the patients.

pyretics:

| ~3e.Fixed Dose Combinationsg of Atropine with Analgesics and Anti-
|

EaN

Analgesics and antipyretics reduce the raised body temp-
erature to normal(antipyresis).But Atropine is known to causec
hyperpyrexia (iec. it may raise the body temperature): Hence
such combinations is therapeutically antagonistic and is there-
fore irrational. Furthermore, even in cases of Vvisceral pain
(eg. colics), where atropine may be advised with the idea of
its antispasmodic property, simultancous administration of an
antipyretic analgesic, which is ineffective against visceral
pain has hardly any therapeutic advantage. All the more such
combinationg unnecessarily expose the patients to the potential
toxicity of antipyretic analgesics.

Fixed dose Combinations of Strychnine ard Cgffeine in Tonics:
Pixed dose combinations of strychnine and caffeine in tonics
areundesirable because strychnine (formerly used as an appetiser)
1s now an @bsolete drug and its enthusiastic use in tonics may
even indd@ice convulsions particularly in susceptible individuals.
Similarly caffeine though, has a mild CHNS stimulant effect
leading to little temporary mood elevation and relief from fat-
igue, has no tonic effect on the body. Furthermore caffeine
products mild physical dependence and habitual use of this drug
in tonics may cause psychological and physical dependence for
. such formulations.

5.Fixdd Combinations of Yohimbine, Strychnine with Testosterone

and Vitaming:

Fixed dose combinations of yohimbine and strychnine with
testosterone and vitamins are irrational because yohimbine is
no longer regarded as therapeutically useful aphrodiasiac in
man even when mixed with methyltestosterone(Laurance, 1980).
Furmhermore, gohimbine should not be used therapeutically beca-
use of its side effects viz Central excitation, raised blood
pressure, increased heart rate. Strychnine is also kow an
obgolete. Vitamins do not play any therapeutic role(except in
deficiency diseases) and simply act as placebo, of course, giving
the psychological boost to the patient.
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6.Fixed dose Combinations of Iron with Strychnine, Arnica and
Yohimbine:

St rychnine, armica and yohimb%ine combinations are used as
stimulant appetizers. In most of the patients (except women )
generally there is no deficiency of iron because iron is adog-
uatly stored in the liver. However, in very specific anaemic
cases supplemental iron therapy may be given separately. To
add iron in these formulations is irrational and may be just
for the purpose of increasing the price of the formulation or
to seek patient rights for the formulations.

7.7ixed cose combinations of Sodium Bromide/Chloral Hydrste with
other drugs:

Fixed dose combinations of sodium bromid/chloralhydrate
with other drugs can now be considered irrational Wecause both
these drugs are now obsclete due to their toxic manifestations,
Bromides on prolonged administrstion replace the chloride ions
of the body. Because of the slow onsct of action, cumulative
poisoning, manifesting as conjunctivitis, GIT symptoms, derma-
titis and mental disturbances is likely to occur. Further thelr
exeeding slow onget of action and low potency make these
bromides unreliable hypnotics.

Chloral hydrate, being an irritant of the gucous membranes,
causes gastritis leading to a variety of GIT symptoms eg.nausea
vomitting flatulence and epigastric distress. Chloral hydrate
can even cause hepatic and or renal damagel In view of the
recent and more safer hypnotics there is now no justification
of prescribing chloral hydrate to patients. -

8.Fixed dose combinations of Ayurvedic and Unani drugs with
Modern drugs:

T ¢ modern (illopathic) drugs are well, standardised and
their standardization methods are official. In case of ayurvedic
and unani drugs, official standardization methods are not
available at present. Therefore, it does not argue well tC have
a combination of ayurvedic and/or unani drugs with modern drugs
bevause of the standardization problems of the resulting for-
mulations. In view of the lack of authentic repeatable research
dats on the efficacy of fixed dose eombinations of ayurvedic
and unani drugs with modern drugs, there is no justification
of such formulations to be sold for use by the general public.

9.,Fixed 4 ose combinations of Phenacetin:

Phmacetin is gradually loosing its importance because it
causes kidney damage when used in large amounts or for long
periods. Hence it has no place in routine analgesic, antipyretic
and antiinflammatory therapy. Therefore, fixed dose combinations
of phenacetin are outdated and hazardous. Formulations contain-
ing aspirin with phenacetin and often with caffeine are promoted
with claims that they provide greater analgesic cffect and/ or
cause fewwer side effects than does aspirin alone. In most con-
trolled clinical trials such claims have not been found correct.

10.Fixed d ose combination of Antihistaminics with Antidaarrhoeals:

The fixed dose comWinations of antihisteminics with anti-
diarrhoeals is rational, only in certain specific cases where
the diarrhoea is due to allergy(like protein allergy). In these
specific cases, the antihistaminics may be prescribed separately
SO that such combinations are not irrationally used in the tre-~
stment of all other types of diarrhoea. Routine use of these
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combinations is not only a waste of antihistaminic drugs but
also it exposes the patients to the undsirable effects of this
class of compounds.

Fixed dose combinations of Sulphonamides with Penicillins:

Even though sulphonamides and penicilling individually
do have important role in the therapy of infections. The com-
bination of penicillin with sulphonamides is undesirable. This
is beeause the antagonism of the antibacterial effect may result
when bacteriostatic (Sulphonamides) and bactericidal(Penicillin)
agents are given concurrently,(Jawetz and Gunnison, 1953). In
addition oral combinations may even induce penicillin sensi-
tivity.
Fixed dose combinations of Vitaming and Jnalgesics:

In the fixed dose combinations of vitamins with analgesics,
the vitamins do not play any therapeutically beneficial role
and rather act as placebo. Therefore, such combinations are
therapeutically irrational. Since such formulations are likely
to be misused by the patients and if administered for long
periods because of their vitamin contents, such combinations
are likely to expose the society to a veriety of undesirable
effects of analgesics.

Fixed dose combinations of Tetracyclines with Vitamin C:

There is no specific therapeutic indication of giving
tetracylines and vitamin C together because tetracyclines -1
does not cause any specific vitamin C deficiency. Therefore,
this combination is of no tiaerapeutic superiority and may be
produced by drug companies just for enhancing the cost of their
product. Further, in inffective conditions where tetracyclines
are indicated, vitamin C deficiency is not an usual associated
feature, such formulations should not be routinely employed.

Fixed dogse combination of Hydroxyquinolines group of Drugs
except preparation which are used for the treatment of Diarr-
hoea and Dysentery:

Halogenaled hydroxyquinolines are indicated only in inte-
stinsl infection like amoebiasis. S0 the combination of hydro-
xyquinoline with some other antidiarrhoesl and antidysentery
drugs like enzymes for the treatment of dyspepsia is undesirable
because hydroxyguinolines may induce Subacute Myelooptic
neuropathy(SMON). Due to this toxic manifestation the use on
this drug in clinical practice has been abandoned in many ad-
vanced countries. The clinical use of these formulations for
such simple conditiong like dyspepsia exposes these patients
to the risk of SMON and hence should not be employed.

Fixed dose combinations of Steroids for' Internal use except
combinations of steroids with other drugs forthe treatment of
Asthma: :

In view of the acute onset of the benefical effect of
steroids in a large number of clinical comditions, their use
has tremendously increcased in recent years. However, fixed
dogse combinations of steroids with other drugs are objection-
able as it is extremely important to ad just the steroid dose
to the minimum that produceg the desired effect and the dose
of the other drug if altered, not on the patients need for it
(other drug) but on his need for stercid. In view of the
widespread use of such combinations, the patients are exposed
to taxic cumulative effects of these drugs. However, in case

-
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of asthma, since immumological factors play an important role
and adrenal steroids cause nongspecific reducation of the res-
ponse to the antigen antibody reactions, the fixed dose combi-
nations of sterocids with other drugs in the treatment of
asthma is therapeutically rational and justified.

16.Fixed dosecombinations of Chloramphenicol except with Strepto-
myciny
) Chl oramphenicol is a drug of cnoice only in the treatment
of enteric fever and gastroenteritis. Its combination with
streptomycin in the treatment of gastroenteritis is therapeuti-
cally justified Dbecause this combination has been found thera-
peutically superior to either of these drugs alone in the
treatment of mixed infections of the gastrointestinal tract,
But combination of chloramphenicol with other drugs(like tetra-
cycline) is irrational because both the drugs have almost the
same antimicrobial spectrum and also because chlorampbenicol
is more toxic as it may cause aplastic anaemia.

17.Fixed dose combinations of ergot except combinations of its
Akaloid &Srgotamine with Caffeine:
Brgot alkaloid, ergotamine is effective in the treatment
of migrains because it is a vasoconstrictor agent and p: events
the rhythmic distension of extracranial arterics.

Caffeine may be allowed in combination also because of its
vasoconstrictor effect on intracranial vessels. However the
combination of ergotamine with other drugs(like paracetamol,
prochlorperazine etc) have no therapeutic advantage and hence
irrational.

18.Fixed doge combingtion of Prophylactic vitaming with anti-
tubercular ‘drugs except combinations of [ N H with vitamin Bg,

Fixed anti tubercular drus (except INH) are irrstional
becuase in these combinations, the vitamines have on theraspeu-
tic role to play (of course unless there is a witamins defi-
ciency) and they simply act as placebo and might give some
psychological boost to the patient. However, because INH causecs

) vitamin B6 deficiency, its combination with vitamin Bé is
rational and therapeutically justified.

Another drug combination which has been recently banned
in this country after a much hue and cry from the medical
experts is that of Estrogen Progesterone (E P combinations). i ’

5

These combinations were used for tegt for pregnancy. The use ;

of E P hormonal ‘preparations were banned in U S A by the Food
and Drug Administration (FDA) in 1975 because these p.epara-

tions were found to seriously damage the foetus. '

It is often alleged that drug companies levy a heavy burden

\ on the common man by charging more and more through their

! dubious multiple drug formulationg:which are their garespnted
productes. For.example, the Teal pain.killer in most ofthe
analgesic tablets is aspirin, the market is flooded with =2
number of costlier pain killers containing in addition salicy-
lamide, caffeine and quininé sulphate, which have no proven
synergistic efficacy. SimilAarly, amongst =znti-cold cintments, e
only menthol is said to be of any neal therapeutic value, Here <«
too, other ingredients of dubious value like camphor, turpen— -.e:
tine and thymol are oftensded in order just to put in market
a new formulation =nd thus increase the price of such =~
patented formulation. :
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In our opinion such anti-social problems must be tackeled
at all levels. The responsible persons of the gociety in the
medical and health field, like doctors and pharmacists should
keep a close watch on the drugs banned inthe developed countries
and also on the drugs which on clinical trials have not been
found safe and effective. These responsible men should convey
211 the clinical information on such drugs or their combinations
to the appropriate authorities of the Government of India,Though
the Drug Technical :dviscory Board (DTiB),Drug Consultative
Committee(DCC) and Director General of Health Services{(BGHS)
have been entrusted with this job by the Government of India
but other responsible men fn the medical fiel¢d will also have
to keep a vigil so that there is no oversight on the part of
the official machinery and the harmful and obsolete drugs from
developed countries are not dumped in dbur country any longer,
The World Health Organization(Wd0) should also play an effectiwe
role inthis regard and ensure that only safe md effective .7 -
drugs are sold to member countries. In addition, the government
nust adopt the recommendations of WHO on essential gemiric
preparations. In a developing country like ours, the goalkgnust
be to ensure availability o) essential drugs to patients and
health education to all about safe water, sanitation and finally
sufficient nutritious food.

However, the major problem lies in the fact that a large
number of drug formulations in India have not been adeguately
evaluated for their safety and this again emphasises the need
to exercise strict quality control . This becomes much more
significant in the light of the recent statement by the Gover-
nment in Rajya Sabha that 17.5% of the drug manufactured and
sold in the country in the last three years were found to be
substandard,

Over all, if employment of such fixed dose combinations
aids the busy physician and does not significantly represent  we
2 lessoning of his individualized orientation to his patient :
and are rational from the therapeutic point of view, they are
a boon to therapeutics otherwise a curse to the patient and
the society.
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DRUGS CONT AINING IRRATIONAL COMBINATIONS OF CHLOR/MPHENICOL
—‘-v_'-—_‘_'*_————————‘_____——

AND_STREPTOMYCIN

Basi

BRAND

Basiplon

Basiplon Suspension
Chlorostrep Kapseals
Chlorostrep ' Suspension
Enterostrep

Enterostrep 'C!
Enterostrep Suspension
Tfistrep

Ifistrep Suspension
Reofin .

Retostrep with mwomycin
Strepto-Paraxin
Strepto-Paraxin Pediatric
Streptophenicel
Streptophenicol Syrup

Drugs containing Penicillins and Streptmycins

TRUG HOUSE
Khandelwal
Khandelwal °
Parke-Davis
Parke-Davis

Dey¥®s

Dey's

Unique

Unique

Rallis

Retort
Boehrnger-knoll
Boehringe-kno3l
Mercury

Mercury

Bistrepen
Bistrepen Forte
Dicrysticin-S’
Dicrysticin-S '800¢
Dicrysticin-S Forte
Hemacillin-S
Munomycin
Omnamycin
Penicillin Streptomycin
Penmyn

Penstrep

Alembic
Alembic
Sarabhai
Sarabhai
Sarabhai
SP LTD
Glaxo
Hoechst
TDPL
Sarabhai
MSD

Pec. . o-1t,

D e« =15

Injection: Fach % gm contains Steptomycin sufare 0.5 gm, | ;
Procaine "encillin ¢ 300,000 units, Sod.®ncillin G 100,000 units

Combi tic Forte

Injection: Fach 1 gm contains Streptomycin Sulfate 1 gm,

Procaine penicillin G 300,000 units, Bod Pencillin G 100,000 lac units

(The drugs containing Penicillin and Streptomycin have been
taken from the Phamaceutical Guide 1981)



US-cb/D-10.340/ TRUGS CONT ATNING ANAIGIN

26.8.1_982
BR AND ~ _DRUG HOUSE
Us Anadex Concept”

Baralgan Hoechst
*H# enalgis Franco-Indian
| * mbigesic ‘Unloids
# Cempizol Inj - IDPL
##  Cibglgin Compositum v Ciba-Geigy
# Conakil i " Citadel
. #  Dolaghn + Pharmed Gujarat
* Eucras Eisen
¥ Fucrasih-5 Eisen -
¥* Tucrasil Yerte Fisen D cC Q 7
# Fargesic PharEast
# Fargesic Syxup PharEast
# Maxigesic Ethico .
# Medalgin Medoz s
#  Medalgin Syru Medoz v
# Neogene Anglo-French
# Novalgin Hoechst
# Novalgin Injecti Hoechst
¥* Promalgin Uniloids
. ## Sedyn-A-Forte M M Labs
¥ Spasmizol IDPL
¥* Spasmizol Drops IDPL
¥* Spasmizol Inj. - IDPL
¥ Ultragin Manners
s##  Ultragin Syrup IDPL
## Ultragin Inj IDPL
## Zimalgin Rallis
¥ YIS APRIL 1982
-
# CIMS MAY 1982 =
| ‘(
PHEN 4CETIN
x Capherin : Mercury ’
#  Dolopar Micro Decec A-I>»
*# delviran Bayer
##  Treupel ' Geman Remedies
#*# Veganin Warner

#* MIMS APRIL 1982
# CIMS MAY 1982
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Capherin
Dolopar
# Melviran

*# Treupel

# Veganin
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SLW#A, DRUYGS CONT AINING ANALGIN
Dypwr =

BRAND

Anadex
Baralgan
Benalgis
Combigesic
Cemizol Inj

Cibalgin Compositum

Conaril
Dolagin -+
Eucrasil
Fucrasil-5
Tucrasil Forte
Fargesic
Fargesic Syrup
Maxigesic
Medalgin
Medalgin Syrup
Neogene
Novalgin
Novalgin Injection
Promalgin
Sedyn-A-Forte
Spasmizol
Spasmizol Drops
Spasmizol Inj.
Ultragin
Jltragin Syrup
Ultragin Inj
Zimalgin

MIMS APRIL 1982

CIMS MAY 1982

DRUG HOUSE

Concept
Hoechst

Franco-Indian

Unloids
IDPL
Ciba-Geigy
Citadel
Pharmed Gujarat
FEisen
FEisen
Fisen
PharFast
PharEast
Ethico
Medoz
Medoz
Mnglo-French
Hoechst
Hoechst
Uniloids

M M Labs
IDPL

IDPL

IDPL
Manners
IDPL

IDPL
Rallis

PRUGE CONTAINING PHIN (CHPIN
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MS—cb/D-104 340/ DRUGS CONTAINING IRRATIONAL COMBINATIONS OF STEROIDS AND ANTI INFLAMMATORY AGENTS
25.8,1982
ERAND & DRUG *  INGREDIENTS COST .. INDICATIONS Y _CONTRATNDICATIONS & SPL.PRECAUTIONS
HOUSE I - ,
# Butacort Prednisolone 1,5mg 10-2.09 Rheumgtoid arthritis, osteoarthritis, Oedema or hy‘pertensi'on where there is danger
o (PCI) ~ Phenylbutazone 1000= ankylosing spondylitis ~of cardiac decampensation, renal and hepatic
d 100mg 64.80 : " ‘disease, peptic ulceration, blood dyscrasias.

May potentiate coumarin-type anticoagulants,
caral hypoglycarmics and sulphcnamieds, Check
blood regularly, (Sce Sec. 5C)

% Butapred Prednisolone 2mg 10=Lo 40" Rheumatoid arthritis, ankylosing (As above)

(Biochem) phenylbutazone 50C=142.47 spordylitis, gout and superficial
i 100mg; salicylamide vein thrambosis., Extra articular
300mg, dried alum, rheumatism fibrositis, tensoynovitis,
hydrox gel 20mg bursitis, painful shoulder and acute
_ arthritis of any joint,
osteocarthritis,
# Deltaflamar  Dexamethasone 0,25mg 1C=5,50 Rheumatic and allied conditions, (As above)
(Indoco) oxyphenbutazone 75mg

dried alum,hydrox
150mg, mag trisilicate

100mg
#* Ingapred Phenylbutazone 50mg 10-1,23 Bheunatoid arthritis, Still's disease (As above)
o —(Inga) ~ srednisolone 1,25mg gout, ankylosing spondylitis,.

osteocarthritis, ‘
¥ MINS Nijer
Sec, 2C i~ ~Corticosteroids are contra=indicated in tuberculcsis, local or systemic inféctions unless

. . : : controlled by chemotherapy, active
peptic ulcer, psychoses, osteoporosis, renal dysfunction, diabetes mellitus, glaucama, hypertension, myasthenia gravis, thrombo-embolic
disorders, congestive heart failure and pregnancy, >

C ez < paee

<
=
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MS-cb/D=10. 340/ 5 Sk
25.841982 .
BRAND & DRUGS  LNGREDIENTS COST IMDICLTIONS CONTR/INDICATICNS & SFL.PRECAUTIONS
HCUSE
% Thilozone-P Phenylbutazone 125mg 10-2, 64 Rheumatoicd arthritis, osteoarthritis, Peptic ulcer, blood dyscrasias, cardiac/
(Unique) dexamethasone 0,37mg 500-99.17 spondylesis, myositis, fascitis, renal/hepatic insufficiency,
mag, trisillicate 150mg 10-2, 64, tendinitis, gout (See Sec 5C)
## Triactin Prednisolone 1.75mg 10-2,80 Bhewatoid ostecarthritis,ankylosing Oedema or hypertension where there isrianger
(Pharmed) mag, trisillicate 150mg spendylitis, ostecarthritis, gout, of cardiac disease, peptic ulceration,
phenylbutazone 0.1g painful jeimts,. blood dyscrasias. May potentiate coumarin
type anticoagulants, oral hypoglycaemics
and sulphonamides, Check bleod regularly,
(Sec Sec, 5C)
## Triactin-D Dexamethsone 0,25mz 10=2,80 (Same as above) (Same as above)
(Pharmed) phenylbutazone 100mg
nag, trisillicate 150mg
# Arumin Paracetamcl 0.15g 10-6,65
(MPT) dexamethasone 0,25mg 10 x 10-
phenylbutazone O.1g 66,50
chloroquine phcs,25mg
666 T e b B T
Ik
%* MIMS i
# CIMS

Sec 5C:-Corticosteroids arc contra-in’icated in tuberculosis, local or systemic infections unless controlled by chemotherapy, active peptic
ulcer, psychoses, csteoporosis, renal Cysfunction, diabetes mellitus, dlaucoma, hypertension, myasthenia gravis, thrombo-embolic disorders
congestive heart failure and preguancy.



25.8,1982 BRANDS CONTATNING DIPHENOXYLATE (ILOMOTTL)
Antidiarrhoeals
*# Lanotil Diphenoxylate hel 2.5 .10~ 1,84 Symptamatic relief of Children above 2 yrs  Atropine intolerance. and jaundice, -
(Searle) mg, atropine sulph, diarrhoea 0.25mg of diphenoxy- hypersensitivity to diphenoxylate hel,
¢ 0.025mg late hel/kg body-wt  diarrhoea associated with pseudo
: daily in divided membraneous enterocolitis
doses
## Lomotil Diphencxylate hecl 2.5 20ml-2,22 (Same as above)
Liquid(Searle) mz, atropine salph, 60ml=6,59
k 0,025mg, alcchol 0.79
ml/5ml _ .
#4  Tomofen Diphenoxylate hcl 2.5t 10- 1,97 Bacterial diarrhoea (Same as above) Hypersensitivity to active imgrediais
(Searle) mg, atropine sulph, with gastro-enteritis ingredients, entero-colitis, Hepatic
0.25mg, furazolidone or food poisoning disease, ulcerative colitis and
' 50mg patients on narcotics, =ddicting drugs
E or MAOls alcohclic beverage:s,
‘ G=-6PD def,
# Lomofen Suspe Jiphcnoxylate hzl 2,5  60ml=6,75 (Same as above)
(Searle) ng, atropine sulpn,
0,025ng, furazolidone
50mg v
# Lamomycin Jiphenoxylate hel 2,5 10~ 5,50 ; Children above 2yrs (Same as above)
(Searle) mg, atropiné sulph, Diarrhcea ‘of Correspords to 0,25
0.,025mg, neamycin bacterial origin ng, diphenoxylate
sulph. 250mg associated with hcl/kg bedy wt, in
gastro-enteritis, divided doses
# Lomamycin Diphenoxylate hel 2.5 60ml~10 (Same as above) (Same as above) (Same as above)
Liquid(Searle) ng, atropine sulph,
0.025mg, neomycin
sulph. 250mg
#*  MIMS
# CIMS
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ANTIBIOTICS

BRAND & DRUG
HOUSE

~ Ificyclin Paed,

drops (Unique)
Ificyclin Syrup
(Dnique)

& nemett Syrup
(Mercury)

#upicyclin Syrup
(Lupin)

#Mysteclin-V
Paed.Drops
(Sarabhai)

*Sandocycline
Susp, (Sandoz)

¥ (MIMS)

INGREDIENTS - GOsT
Tetracycline 100mg/ 5ml- 1,81
Tetracycline 100mg 25ml¢ 2,44
per 5Sml “50ml= 4,39

: e : ' L5Om1"33021¥
Tetracycline 125mg 3Vml- 3,18
per 5ml éoml- 5,87
Tetracycline 125mg 30ml 4,60

500ml-41,17
Tetracycline hecl 10ml- 2,91
100mg, amphotericin
B 20mg/ml :
Tetracycline 125mg, - 60ml- 6,05

broxyquinoline 200mg,
brobenzoxaldine 40mg/
5ml

¥, § DOSAGE

333mg - 1g 8-12 hourly,
Children: 20mg/kg body-wt in
divided doses daily,

250mg ¢ howrly,.
Children: ‘20-40ng/kg body-wt
in divided doses,

2,5~10m1 6 hourly according

to age, See Lit,

: "’." TS S
In childhood it can cause permanent
the child's teeth and therefore pro

., PRECAUTTONS - =
N wos

-t

be avoided,

di scolowration of

longed use sh ould

Renal failure, Prescribed with caution to children

under 6 years,++(See Sec, 74)

++(See Sec,7A)

 -H—(See Sec, 7 4)

_Renal disease, Concurrent admin, of other
hepatotoxic drugs, +(See Secc. 74)

3/ .

++Sec A ¢ Tetracyclines should not be used in th
caution in impaired renal or hepatic function;
containing salts of ce,lciu!':t,‘ magnesium or iron should be avoided,

e latter half of pregnancy or in o
dosage should be reduced

accordingly,

hildren upto 12 years of age. Use with extrome

The simultaneous administration of milie supplements

&
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BRAND & DRUG INGREDIENTS COST DOSACE CONTRATIDE GATTONS & SB1. bhriad (i
: e 2Uninal S & SP T
"~ HOUSE g | NDICATIONS & S L.PRECAUTION% :
w | | ~ | |
Subamycin Paed,  Tetracycline 125mg/ A4Oml- 4,91 12, 9~25mg/kg body-wt dally“iixh ++(Sce Sec 74)
S syrup (Dey's) S5ml divided doses
% Subamycin Paed Tetracycllne IQOmg/ Sml- 2,71 i _1""3415 die - _55_‘,; i
‘) props(Dey's). - ml.. - o 10ml- 3,47 tof f: Gl |
" ## Terramycin .. Oxytetracyclire hcl. 25 =3,15 Children: 20mg/kg body wh in ’
' Soluble Tabs- -:-: 50mg; » : ¢qually divided doses every
- (Pfizer) | é hourly ;
*H# Tarraxﬁycin Oxytetracycline 125  30ml-3,70 20-55mg/kg body wt daily in l+ . S
E Syrup(Pfizer) mg/5ml 60ml-6,32  divided doses,
## Terramycin Oxytetracycline 100 5ml- 2,58 a8 2 b
\ Paed Drops(Pfizer) mg/ml | 10m1-3,59
~ #¥# Terramycin Oxytetracyclire 50mg 50mg: 2ml- 200-400ng daily in divided doses n
I M Inj.(Pfizer) 125mg/ml - 13063 cvery 6=12 hrs, ' Children: 7<10mg/.
: 1wl-3,59 kg body wt daily.
12%mg s 2m1-
145
. % Terramycin I V Oxytetracycline 3ml~- 2,90 250..500111@; 12 hourly, Maximum 250mg .
4 Inj. (Pfizer) ; 6 hrly, Children: 10-20 mg{kg body

wt, daily in 2 divided doscs, Maxi-
mun 30mg/kg body wh. daily in 3-4
- divided c_ioses,

in (M Tetracycline hcl 50mg =2.20 50mg 6 hrly, Children: 25-(Omg/kg
= % Trycin (MSD) J e . ,bo@.m." daily in l_s leldCd doses.

e T - ; ‘
A %A %t};_é;r_chnes should not be usd in the latter half of pregnancy, or in children upto 12 years of age, Use with extrame

paired Tenal or hopatic functin; dosage shotlld be reduced accordlngly, The simultaneous administration of milk supplements
n im o

caution i magnesium cr ipn should be é,volded

. containing salts of calcium,



M§=cb/D-10,340
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BRAND & DRUG TINGREDIENTS COST
: HOUSE
-

# Alcyclin Paed. Tetracycline hel bmle 2,27
S Drops(Alembic)  100mg/ml 10ml=3,05
4 ' (aporox 20 drops)

# Alcyclin-O Oxytetracycline quiv, 25Cng:

* (Alembic) to anhydrous oxytet—= 10 x 2ml-
il : racycline 50mg, 13,94
lidocaine 2% per ml
vial and 250mg per
2ml with lidocaine 2%

g
-3~
DOSIGE ' CONTRATNDICATIONS & SPL.PRECAUTIONS A St
. 1 . .-:’:r‘{" e ..

10-20 mg per kg body wh. déj_ly Prolonged and frequent use in children
in 4 equally divided doses
according to severity of infection

Children axd infants: 10-~15mg per
kg body wt per day in 2-3 cqual
divided doscs i.m, 250mg:lamp
deep i.m. cvery 9-12 hrs

o §_CINS
0
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STATEMENT SHOWING THE CATEGORIES OF FIXED-DOSE

COMBINATIONS REC(MMENDED BY THE SUB-COMMITTEE

OF THE DRUGS CONSULTATIVE COMMITTEE FOR BEING
WEEDED OUT

ek

o

p

Categories of fixed-dose combinations to beweeded out

imnmediately.

CATEGORY
1. Pixed dose combinations
of Steroids

2. Fixed Dose Combinations

of Ani-dopyrine

3. Pixed Dose Combinations

(b) In some individuals,

Ot Chloramphenicol

REASONS FOR WEEDING OUT -

Fixed dose combinations cof
Steroids with any other category
of drugs should not be allowed
as they are considered harmful
for the following reasons:-

(a) The adrenal suppression
accompanying steroid therapy
leads to symptoms and signs
of adrenal ingufficiency, if
the steroid is abruptly
withdrawn.

(b) It is difficult to titrate
the dose of the steroid
when it is present in fixed
doge combinations with other
drugs.

Ami-dppyrine is considered tox1c
because: - :

(a) It causes hlgh Aneidenoe of
agranulocytosis.

it may
cause a sharp fall of total
leueocyte count associated
with chill, fever, headache
and pain in nuscles and
joints following the admin-
istration of drug.

Fixed Dose combinations of
Chloramphenicol with any other
category of drug is censidered
harmful for the following
reasons and should not be
allowed -

(a) Chloramphenlcol is the
comnmonest drug which causes
pancytopenia and peripheral

. blood changes including
Leucopenia, Thrombocytopenia
and aplasia of the bone
marrow., Thig reacticn is
not related to dose and
when done, marrow aplasia

is complete, the fatality
rate is almost 100%.

(b) Patients receiving
chloramphenicol must be
checked repeatedly for blood
studies which is however
generally done in the case
of patients receiving fixed
dose combinmations of
Chloramphenicol. : 2/



4, Fixed Dose combinations
of Ergot

5. Fixed Dose cumbinations
of Vits. with anti-
inflammatory Agents &
Tranquilizers.

6. Fixed Dose combinations

of Atropine in Analgesic

Anti-pyretics.

7. Fixed Dose combinations
of Analgin

8. Fixed Doge combinations
of Yohicbine and
Strychnine with
Testosterone and Vit-
aming

- neurovitamins.

Fixed dose combinations of Ergot
with Quinine, Ithinyl estradial,etc.
‘should not be allowed., Sunah
combinations are considered harmful
for the following reasons:

(2) They may cause uncontrollable
bleeding and may lead to
serioug cohseguences.

" (b) They may cause many harmful
gide effects,

Fixed dose combimations of Vits.
with anti-inflammatory agents and
tranquilizers should not be allowed.
Such combinations are considered
irrational for the following reasons:

(a) There is no definite role of
Vitamins in the management of
inflammatory disorders and
therefore a fixed dose addition
of Vitamins in such preparatiors
will be irrational.

(b) similarly there is w0 rationale
for adding Vitaming to
tranquilizers.

Fixed dogse combinations of atropine
in analgesic antipyretic should not
¢ allowed as abropine may reduce
eificacy of antipyretics by block-
ing sweating response.

Fixed dose combinations of any
category of drug with analgin in
oral dosage form are considered
generally harnful as analgin is
potentially a toxic drug and may
cause agranulocytosis except for
some combinations which may have
therapeutic rationale.e.g.with
~ However, fixed dose
combinations with analgin in
injectable form mgy be continued to
be allowed as these are generally
meant to ecombat an acute attack of
pain, and injectables are less
likely to be misgused.

Fixed dose combinations of
Yohimbine and Strychnine in a form-
ula containing Testosterone and
Vit.B.12 should not be allowed. Such
combinations are considered harmful
and irrational for the following
reasons: '

fa) Yohimbine easily penetrates the
ONS and can cause central
excitation ircluding rise of
H.P. and heart rate, hyper-
excitability and tremour.
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13.

Fixed dogse combinations of
Iron with Strychnine,
Arsenic, Yohimbine

Fixed dose combination of
Sodium Bromide/Chloral
Hydrate with other drugs

Fixed dose combinationsg of

Tetracycline, Analgin with
Vitamnin C

Fixed doge combinations of
Avurvedic. drugs with
modern drugs

FPixed doge combination of
Phenacetin

(b) There is no convineing evidence
regarding the aphrodisiac
effect of Lohimbine and the
drug has no proven therapeutic

value., -

There is no rational bagis for
the use of strychnine in '
therapy and therefore no just-
ification for the use of it in
any proprietary medicine,

(c)

(&) There is a very narrow margin
between the therapeutic dose.
and the toxic. dose of stry-

chnine.

- Pixed dose combinmationg of Iron :
~with Strychnine, Arsenic and ‘
Yohimbine should not be allowed as._.
there is no rationale of such
combinations and such a combination
can cause harmful side effects.

Fixed dose combimations of sodium
Bromide/Chloral Hydrate with any
category of drug are considered
irrational and harmful for the

- following reasons:

Use of both Sodium Bromide and
Chloral Hydrate have become
bgolete, as th: re safer hypnotic
drugs available today and their.

. therapeutic concentration in bbod

ig very close to their toxic
levels.

Fixed d.ose combinations of Tetra-
cycline, Analgin, etc. with Vit.C
ghould not be. allowed as there is
no rationale of such combinations.

3

Fixed dose combinations of Ayur-
vedic drugs and potent allopathic
drugs like Stilboestrol could be
very harmful and there is no
adequate evidence of safety of the
interaction of drugs of these two
systems of medicine.

Fixed dose combinations of any

_category of drugs -with Phenacetin
should not be allowed, as the '
question of banning Phenacetin
because of its potential toxicity
(nephropathy, methemoglobinemea,

hemolytic anemia-as a consequence

of chronic over dosage) is under
active consideration of the
Governpent,



14, Fixed dose combinations of

Chloramphenicol with
Streptonycin

15, FPixed dose combination of
Penicillin with Strepto-

nycin
16. Fixed dose combinations of

nore than one anti-hista-
minics

Fixed dose combinations of
Chloramphenicol with Streptomycin
should not be allowed as Chloram-
phenicol being potentially a °
toxic drug its use should be kept
restricted to enteric fever only.

Fixed dose combination of
penicillin with streptomycin should
not be aldowed. '

Fixed dogse combinations of more
than one anti-histaminics in oral
dosage form should not be allowed
as the differences between their
action is but marginal.

!

B. Categories of fixed dose combinations to be weeded outb

over a specified tine. ...

_Category

1. Fixed dose combinations of
Anti-histaminics in anti-
diarrhoeals.

2. Fixed doge combinations of

Reasong for weeding out

Fixed dose combinations -of sedat-
ive anti-histaminics in anti-
diarrhoeal preparstions may be
pernitted provided all ingredients
are in adequate therapeutic doses.

Fixed dogse combinationg of

Penicillin with Sulphonanid¢s penicillin with sulphonamides are

3. Fixed dose combinationg of
anti-higtaminic with
tranquili zer. ’

irrational for the following
reasons: oy

(2) The combination of penicillin, a
bactericidal drug and sulphon-
amide, a bacteriostatic drug
may cause antagonism.

(m) There is risk of development of
bacterial resistance to both
the drugs.

Fixed dose combinations of anti-
higtaminics having patent sasdative
pr&parations (for example,diphen~
hpdramine dimenhydrinate, tripel-
ennamines, pyrelamine, Antazolin
methapyrilline,etc). with tranquil-
izers are considered irrational for
the following reasons:

Such combinations may cause
enhanced sedation, which may
interfere with the patient's day
time activity and dull the mind
arl slow the reflex activity.



4, Fixed dose combinations of Fixed dose combinations of Tran-
tranquilizers, Anti- quilizers with anti-histaminics
Higtaminics and Analgesics and analgesics in oral dosage form

are considered irrational for the

following reasong:-

(2) Such combinations may cause a
lot of unwanted sedation, which
nay interfere with the
patient's day tome activity
and dull the mind and slow
reflexes.

(b) There may not be many clinical
sit .ations which would need
a fixed dose combimation of
these 3 categories of drugs and
there will be unnecessary drug-
ging. However, fixed dose
combinations of these drugs in
injectable form may be allowed
as injectables are not likely
to be misused.

5. Fixed dose combinations of Fixed dose combinations of high
Vitamins with Analgegics dose Vitamins with analgesics
should not be allowed unless there
is adequate evidence in suppodt
of the rationale of such combinat-

T on,

6. Fixed doge combinations of Fixed dose combinations of Para-
Paracetamnol with Anti- cectamol with anti-histaminics and
higtaninics and tranguil- tranquilizers should not be allowed
izers, as there is hardly any elinical

situation which should demand a

fixed dose combination of anti-
pyretic,an anti-histaminic and
tranquilizer, However, fixed dose
comk wmtions of paracetamol with
anti-nistaminics and paracetamol . .
with tranquilizers may be allowed
provided the formula contains an
adequate dose of such ingredient.

7. Fixed dosgse combinations Fixed dose combinations of
of prophylactic Vitamins Vitamins in prophylactic doses in
in anti-TB Drugs. anti-TB drugs should not be allowed

as such combinations lack rationale.
However, combinations having a
therapeutic rationale such as INH +
BA may be allowed.
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STATEMENT SHOWING THE CATEGQRIES—OF FIXED-DOSE . -
COMBINATIQNS-~-RECQMMENDED BY THE SUB-CQMMITTEE ‘
OF THE DRUGS CONSULTATIVE COMMITTEE FOR BEING v

. ‘ WEEDED OUT . = e
. . N —-—-—-—-ﬁ— _______ Fm ey
ategories o ixed-dose eombinations to b ded out .
Ime( iately. ' ~ .o
CATEGORY - REASONS FOR_WEEDING OUT
1. E;xed dose combinations Fixed dose combinations of
. ~-Bteroids. with any other caztegowy ™

_of Steroid
[ of drugs should not be allowed

‘as they are éonsidered: harmful

for the following reasons“- zAnmwgf

Aa) -The adrenal suppression..

leads to symptoms and signs
of adrenal insuffieiency, if"
the steroid is abruptly
-- withdrawn,
(b) It is-diffieultto titrate
the dose of the steroid

when it is present- 1nﬂ£1xed—"_;wA

doge eombinations w1th other

: drugs.
2. Fixed Doge Combinations. __Ami—dopyrine is eonsidered toxic
of -d0 ine because:-
(a) It eauses high 1n01dence of
agranuloeytosis.-

(b) In some individuals, it may
eauge a sharp fall of total
leueoeyte eount assoeiated
with ehill, fever, headache
and pain in museles and & -
joints f@llowing the admin-

. igtration of drug.

3. Fixed Doge Combinations ~ Fixed Dose eombinations of
f Chlox

ramphenieol Chloramphenieol with any other
eategory of drug is eonsidered
harmful for the following
reagsons and should not be
allowed - N

(2) Chlotramphenieol is the
eonnonest drug whieh eausss
"paneytopenia and peripheral
blood ehanges ineluding
Leueopenia, Thrombocytopenia -
and aplagia of the bone =«
marrow. Thigs reaetion is
not melated to dose and :
vhen done, marrow aplasia

£ is eomplete; the fatality
rate is almost 100%.

(b) Patients reeeiving
chloramphenieol must be
cheeked repeatedly for blood
studies whieh is however -
generally done in the ease
of patients reoelylng;ﬁlxed~,
- dose eombinations of

'" N :
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4, Fixed Dose comb;nations
of Ergot \
' \

\

Fixed Dose eombinations

of Agglgln o

Fixed dose combinations of Ergos
_) .alu. w :m. Jtu: -'
should. net be allowed. Saah

combinationg are considered harmful
for the following reasons:

-

_ {a) They may caugse uncontxollable.

bleedlng-and nay lead to
serious consequences.
(b) They may cause many harmful
- gide ‘effeets.:

Fixed dose combimtions of Vits.
with anti-inflammatory agents and
Franquilizers should not-be gllowed., -
Such combinations are considered
irrational for the following reasons:

(2) There is no definite rele of —. . _

Vitamins in the management of
inflammatory disorders and
therefore a fixed dose addition

of Vitaming in such preparztiom .

will be‘irmational

there is no rationale
fox'addlng Vitaning. to
tranqulllzers. Eo

=

(b)

leed dose cOmblnatlons of atropine — -—
in analgesic- antipyretic should not

~"be allowed as atropine may reducﬁ

efflbacy of antipyretics by blod
ing sweating response.

Fixed dose combinations of any
eategory of drug with analgin in
oral dosage form are congsidered
generally harmful as analgin ig
potentially a toxic drug and may
eause agranulocytosis except for -
sone eomblnatlons which may have
therapeutic "rationale e.g.with
neurovitamins, However, fixed dose .
eombinmations with analgin in
injeetable form may be continued to
be allowed as these are generally

meant to eombat an acute attack of
" pain, and injectables are less

S L e 5
. Fixed Doge boé@inations
of Yohimbine and e )

Stryehnine with t

Testogterone.and Vit-
anins ) . :

likely to be misused.

Fixed dose eombinations of
Yohimbine and Strychnine in a form-
ula eontaining Testogterone and
Vit.B.12 should not be allowed.
eombinations are eongidered harmiul
and irrational for the following
reasons:

fa2) Yohimbine easily penetrates—the
ONS and ean cause central
excitation including rise of
B.P. and heart rate, hyper-
exeitahility and tremour.

Such

: <
: 2 ! o ——
e e ——— -.-—-.-—Y—-‘ T—
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10.

11.

12,

13.

Fixed dose combinations. of

Tron With ot hnine, i ]

Arsenio oh ne

Fixed dose combination‘of

" Sodium EromlEeZEEZora:
Hydrate with other drugs

Fixed dose comblnations of .
Tetracycline, Analq1n with
Vitamin C

Fixed dose combinations of
Avyurvedic drugs with
modern drugs

leed dose combinations
of Phenacetin

{b) There is no convincing evidence
reéarding the .aphrodisiac
effect of Yohimbine and the
drug has no proven therapeutic
value.

(¢) There is no rational basis for
the use of strychnine in
therapy and therefore no justi
fication for the use.-.of it in
any proprietory medicine.

(d) . There is a véry'narrow -margin
. between the therapeutic dose

. and the toxic dose of
strychnine.

Fixed dose combinations of IrOn

witn Strychmine; Arsenic and
Yohimbine should not be allowed as
there is no rationale of such combi-
nations and such-a combination can
cause harmful side effects.

Fixed dose combinations of sodium
Braomide/Chloral Hydrate with any
category of drug are considered
irrational and harmful for the
following reasons:

Use of both Sodium Bromide and
Chloral Hydrate have become obsolete,
as there safer hypnotic drugs avail-
able today and their therapeutic
concentration in blood is very close
to their toxic levels,

Fixed dose combinations of Tetra-
cycline, Analgin, etc. with Vit, C
should not be allowed as there is
no rationale of such combinations.

Fixed dose combinations of
Ayurvedic drugs and potent allo-
pathic drugs like Stilboestrol
could be very harmful and thereis
no adequate evidence of safety of
the interaction of drugs of these
two systems of medicine.

Fixed dose combinations of any
category of drugs with Phenacetin
should not be allowed, as the
question of banning Phenacetin
because of its potential toxicity
(nephropathy, methemoglobinemea,
hemolytic anemia as a consequence
of chronic over dosage) is under
active consideration of the
Government.
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14.

Chloramphenicol with
Streptomycin

15. Fixed dosge combination of
Penicillin with Strepto- .

nyein

Fixed dose combinatio 0
more than one anti-his%a—
ninics

ot

16.

Fixed doge combinationg of . Fixed dose combinations of

henicol with Streptomycin
should not be allowed as Chloram- :
' phenicol being potentially a ~ :
toxic drug its use should be-kept- . s B
restricted to enteric fever only.

Fixed dose combination of
penicillin with streptomycin should
not be aldowed. i

Fixed dose combinations of more
than one anti-histaminics in oral
dosage form ghould not be allowed
as the differences between their _
actionis but marginal, e

over a specified fire, ...

Category

1. Fixed dose combinations of
enti-h%ﬁﬁaminics in anti-
iarrhoealg.

2. Fixed dose combinations of

B. Categories of fixed dose combimations %o be weeded ouwt~ -~ .. _ |

e

RSt \ . . )

Reasons for ;ééding out

Fixed dose combinatigks of gedat-
ive anti~histaminics in'amti-
diarrhoeal preparations may be :
pernitted provided all ingredients
are in adequate therapeutic doses.

Penicillin with Sulphonamides penicillin with-sulphonamjdes are

»

3. Fixed doge combinations of
anti-higtaninic with

%ranguiizer.

' fand slow the v

irrational for the follow
reasons:

(a) The combination of peniecillin, a
bactericidal drug and sulphon-
amide, a bacteriostatic drug
may cauge antagonism, \

(m) There is risk of lent;
bacterial resistance to both \
the drugs. 5 A

T

Fixed dose combinatiéhé”pf\anti-.n
higtaminics having patent ssdative
pr&€parations (for example,diphen-
hpdramine dimenhydrinate, tripe —~—
ennamines, pyrelamine, Antazolin \\\\
nethapyrilline,etc). with tranquil- =
izers are considered irrational for -
the following reasons:

Such combinations may causge
enhanced gedation, which may
interfere with the patient's day

i i dull the mind
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4, Fixed dose combinations of
tranquilizers, Anti-

Higtaminics and Amalgesics

5. Fixed dose ecmbinations o

Vitaning with fAnalgesiesg

6. Fixed doge eombinationg of
Paracetamol with Anti-
higtzninies and tranquil-
izers.

7. Fixed dose eombinations
of prophylactic Vitamins
in anti-TB Drugs.

Fixed dose combinations of Tran-
quilizers with anti-higtaminics
and analgesics in oral dosage form
are considered irrational for the
following reasons:-

(2) Such ecombinations may cause a
lot of unwanted sedation, which
may interfere with the
patient's day tume activity
and dull the mind and slow
reflexes. bl

(b) There may not be many clinical

sit .ations which would need

a fixed dose combimation of
these 3 categories of drugs and
there will be unnecessary drug-,
ging. However, fixed dose
combinations of these drugs in :
injectable form may be allowed f
as injectables are not likely
to be misused.

Fixed dose combinations of high

dose Vitamins -with analgesics :

should not be allowed unless there |

is adequate evidence in suppodt !

of the rationale of such combinat- "

b end ) ) i
Fixed dose combinations of Para-

cetamol with anti-histaminics and

tranquilizers should not be allowed o

as there is hardly any elinical .

situation which should demand a

fixed dose combinaticn of anti-

pyretic,an anti~histaminic and

tranquilizer, However, fixed dose

comb. mtions of paracetamol with

anti-nigtaminics and paracetamol 7.

with tranquilizers may be allowed i

provided the formula containg an

adequate dose of such ingredient.

Fixed dose eombinations of
Vitamins in prophylactic doses in
anti-TB drugs should not be.allowed
as such combinations lack rationale.
However, combinations having a
therapeutic rationale- such as INH +
B6 may be allowed.
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ANABOLIC STEROIDS FOR GROWTH
25.8.1982 .
BRAND & DRUG  INGREDIENTS - COST INOICATIONS DOSAGE CONTRATNDTCATIONS & SPL,PRECAUTIONS
HOUSE
% Adroyd Oxymetholone 5mg 15-9.04  Underweight or asthenic patients Occassionally 20-30mg Prostatic carcinoma. Althalbn Adrcyd
(Parke~Davis) convalescence fram acute infec~ daily may be required. has a low degree of androgenicity, very
tious dlseasesm major surgical Usually for 10-21 days young and preadolescent individuals are
procedures-pre-and post-cprerative- but not more than 90 usually sensitive to the m: .seulini sing
ly, chronic debilitating illness; days., Ped, dosage: effects of avdrogens/,’ Due.to this,
osteoporosis, fractures and seec Lit, they . should be under. mediecal. supervisic:
decubitus ulcers, severe burns ] during therapy and-the drug.withdrawn
if-masculinising effcet .develm . - -
Adroyd should be uscd-with-cal .. ...
caution.in cardiac disease, hepatic
o et S il MR U i LR e EEEH dysfunction,. . n@phrl‘cls and nephrosis,
% Anabolex B12 Méthandi‘onohe cmg  5ml-6,23 Loss éf..appetit_c and weig 't loss | 5 10 urops dally Contlnucus t,rgatmcnt snuul ‘m, o
(Cipla) Vit B12 50mcg with anaemia, Growth disorders  for 4-6 weeks limited to a max, of 4 weeks with
ferric amm, cit in c}ulcren : : intervals of 1-2 months between courses,
SOmg/m.L S5 — e S -
St Di anabol Methandierone Iml-5,70 licg ,,mitmbalem@@ m;_.i.me weekly, Prostatic cancer, severe liver -
(Ciba~Gedgy) 25mg pratcid malnutrltlon, convales- .For intensive therapy insufficiency, severe nephrosis *
cence, wasting diseases " Iml on altenate days pregnancy and lactation, Should not
csteoporosis, growth retc_rdation, be given continuously for persons
aplastic anaemia, red-cell periods exceeding 4 weeks, High
aplasia, doses in women may produce menstrual
cycle disorders, hirutism, deepening
of voice, In children, prematurc
ossification of epiphyses and
nnhsatlon may occu’ﬂ:
¥ MIMS o
# CIMS - S
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25.8.1982
BRAND & DRUG INGRIDIENTS
HOUSE s :
" %7 Dianabol Methandienone
' Tabs(Ciba-Geigy) and Smg
g
. Dianabol Drops  Methandicnone
"' (Ciba=Geigy) per ml
3 Durabalin - Nandrolone phenyl-
(Organon) propionate; 10mg

and 25mg

# Deca Durabolin Nanirolone deca~

noate 10mg and
- 25mg :

 COST .

Imgs 20~
.53
Smg: 10-
6.02

f

sml~5,50

i Omg- 1 3 °

INDIC.ATIONS

(Same as Dianabol)

&8 )

Protein loss following surgery

25mg=-21,85trauma, burns, infectious

10mg: 1amp
—9028

discases or following pr-longed -

corticostercid therapy, uraamia
due to acute and chrenic renal
failure, general debi 1ity,

ostenporosis, aplastic anacmis;.

ingperable mammary ~arcinoma, -

nada weight children and

fractures, ;
Tam, 25mg every 3 weeks, In

~ acute renal failure upto 50mg

25mg: lamp weekly and in chronic renal

8.53

insufficiency upto 10mg every
3 weeks, Chiliren: 10mg,
every 3 weeks

DOS/GE

Male:5mg daily,:
Maint, therapy: 2, Smg
daily. See Lit.
Female:2,5mg daily,
Maint:1-2mg daily,
See Iit,

Children:0,01-0,04mg/
kg body wt for not
mere than 4 weeks

dore 2500 cvommewosk
X acutciwf%.;' ure
Undo 500 e Rty
in chronic renal in~
sufficiency upto 50mg
twice weckly,

Children: _10mg every

week

CONTRATNCTGATIONS & SPL.PRECAUTIONS

(Same as Dianabol)

-— T3 MINS
# CIMS

-

N.B. Dianabol has been colotod from the June issue of 'MIMS and is withdrawn by Ciba-Geigy,



p__(Unichan)

J*

# Trinergic
~ ) Inj, (Uni chen)

Vit B1 10mg, B6 10mg
B12 30meg

Methandicnone 25mg
Vit B12 500mcg/ml

1ml-2,96

convalescence, old age.ancrexia’
nervosa, neurclogical disorders,

extensive burns, seoverc
injuries

(Same as above)

Ml once or twice

.. weekly,

limited to a ‘max, -of 4 weeks
with intervals of 1-2 months
between courses,

(Same as above)

e ‘ﬁ- . ‘ ': N g, v,
. _M5-eb/D-10. 30/ A
D25 8g82 T ' : e 4 : : : 78
BRAND & DRUG ~ INCREDIENTS COST INIATION DOSAGE . CONIRATNDIGATIONS & SPL,PRECAUTIONS
4 HOUSE S i X
~ : j =
' ## Bvabolin Nandrolone phenyl- 2ml-7,06 Convalescence, to promote 2al-iml i.m,” oncé":‘,v Carcinoma of prostate, pregnancy,
+. | (Concept) propionate 25mg growth in undernoursihed children weeckly mele breast carcinama,
N Vit.E 100mg/2ml adjuvant to steroid therapy.
3 3 Osteopcrosis, hypoproteinaemia,
. ‘ Haemolytic anaemias,
¢ ) # Neurabol H‘v Vit B1 éomg oml-k .42 General d.ebi]i’t_‘;y, osteoporosis, - 2ml i.m, every week Prostatic carcinoma, pregnancy,
™ (Cadila) B6 27.5mg weight loss, refractory anacmias, & B! sensitive patients,
i Hydroxycobalamin neuritis, neuralgias. : ‘
100mgg, nancdrolone ] A
phenylpropicnate
25mg/2m1
'-x-# Orabolin Ethylestrenol 2mg; 20-13.34 Osteopbrosis, weight loss; 1 tab twice daily. Pregnancy, prostatic carcinama,
! _(Organon) : debility, anorexia, burns, In seriocus condirions male breast carcinoma. Severe
) during steroid therapy dosage may be liver dysfunction,
increased
## Orabolin Ethylestrencl 2mg 5ml-6,56 Body wo upto 10kg Body-wrt upto 10kg:
‘Drops(Organon)  per ml ' 10-20 drops, -
10-20kg: 20-40 drops
20-30kg:40~50 crops
Morc than 30kg:
50-60 drops, All
daily
¥ Trinergic Methandiendne Smg  20-12,71 Malnutrifion and urdernutrition Continuous treatment should be

SIS IS
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25.8.1982

- BRAND & DRUG

-e

. INGREDTITS

2L
*TT

HOUSE

Unabol
(Unichem)

## Winstrol

#* Aguaviron B12

(Cosme Farma)

(Nicholos)

*Aquavirdn Inj

\

Nandralone phenyl
propionzte 25mg/
ml

Stanozolol g

Free testosterone
25mg, VitB12 500mcg
per nml :

Frec testecstercne

25mg/ml

CCST

1m1-7.01

V-12.46

Tml~4. 75

1ml=-2,50

INDICATIONS

Negative nitrogen balance, old
age, osteoporosis, bone frac-
tures, during prolonged corti-

costeroic therapy, to promote
weight gain

Poor protein anabolism, osteOpow
' rosis, convzlescence, aplastic
anaemia., during corticosteroid

therapy

depressed debilitated male
patients

Male: hypogonadism, - organic
impotence, emnuchism, delayed
pubcrty, premature senility
Female: metropathia haemorr-
hagica mencrrhagia, frigidity,
inoperable breast carcinoma

DOSACE

————

25mg weekly

2=Lmg thrice daily
Jjust before or with
ricals, Children 3-6
years: Img twice
daidy; 6-12yrs:

<2mg, thrice daily

nl i.m, twice
weekly for about

6 weekss diminish
frequency as
conditions improves

Malo:
weeks diminishing the

doseas patient improves

Femgle: 1-2ml daily
until bleeding stcps.
Not more than 200ng
in’ one month

1-2ml every 1-2

CONTRATNDT CMONS_,,&.&‘LERBCAU;:[ QNS

& Carcinoma of prostate, pregmancy,

male breast carcincma

Pregnancy, carcinoma’
severe liver discasce.

of prostate,
Fre-pubertal

children where it may lead to

stunting of growth,
dosage in young femal

androgenic side-effects.

Use lower
és to minimise
Impaired

cardiac and rcnal function,

Prostatic carcinamg

*

it

MIMS
CIMS

€ 3
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Drug Banned

Clioquinol

Lomotil for infants

VLIt

109

5 |
-
v
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100 098
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Information on some of the unwanted drugs _'Banned Abroad! (Dumped in the Third World)
Brands

Reasoh'féf-Banniﬁg

Countries in which banned

Mexaform Blindness

Enteroquingl Sub acute myelo optic neuropathy
10,000 - 30,000 afflicted in
Japan presenting with pain,
paralysis blindness and in
extreme cases death
Until banned in Japan in 1970

Us, UK, Japan, New Zealand

WHO - Risks of treatment out-
weigh benefits

. paralytic ~ilewd ( see dear dogtor saries
leading to inacurate
assessment of fluid

of social audit )
loss and toxemia if
assiciated gut

infections
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Generic Drug

Analgin Dip Dipyone

i B e
Some of the unwanted/dumped drugs

Brands and Preparation Recason for Banning

.90 brands sold in India  Fatal agronulocytisis

blood dyscreascas

Labels for Dipyrone in American Medical Association
US should be restricted "Because ef Dipyrone (anzlgin) may
for its antipyretic vs.produce fatal Agranulocytosis and
effects in serious life  other blood dyscrasias its use as
threatening situations. a gencral analgesic antiarthritic
' antipyretic cannot be condoned.
Permissable only for febrile
convulsions where parential
preparations needed and in Hodgkins
when fever cannot be controlled,"
Dr Satosker -'50% of aplastic
anania herc is due to this drug.!
In India Hoecchst claims Novalgin to
be 'patent, non salycilate, analgesic,
antipyreitc, antispasmodic, anti-
inflammatory, anti rheumatic agent
for all kinds of pain, rheumatic fever,
rheumatdid arthritis, relief of colics.

¢ Countried in which banned

. Analgin market in India

. FIVE ERORES ANNUALLY.

Literature cnclosed says although danger

of agranulocytosis is remote, it has to
be borne in mind and a white cell count
should be done if paticents condition so
warrants.,

o
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Drug banned Brands and Preparation - Reason for Banning. - R - Countries in which banneq
Amidopyrine incriminated with stomach cancer U.S.4.(banned in 1938)
and bone marrow suppression U.K., Germany, Japan,
Switzerland,
Phenacetin Renal damage converted to paracetamol

for peinkilling action - other by
products cause toxicity so why pot use

PARACETAMOL
Tetracyclin - For pregnant mothers and for children Bamed in most countries
(Paediatric drops) upto eight years - discolouration Market in India of
of teecth, thekr early decay, the Tetracyclin drops
incorporation of drug in the bones Rs. five crores,

causing disorders

Several antibiotic syrups decompose
rapidly with time and arc therefore
sold exclusively as granules to be
recohstituted before use, but in third
world ready to use syrup preparations
freely available,

Pregnancy tests in which Associated faetal malformation US,UK, Sweden, Finland,
estrogen progestrone mixtures Singapore
arc administered

Alpha Hydroxy, Progestronec Prolution Depot Foetal malformation specially spinal US(Banned in 1973)
Caproate being advocated for cord defect UK
prevention and treatment : ‘ According to Dr Satoskar
of #bortion, prolonged "proof of prevention of
trecatment with adequate abortion unclear but most
dosage recommended to shocking is its use as

maintain pregnancy long term contraceptive,
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Nos used in Category Name of the Drug House Content Source /[v.l. =
LCC/LT4B/Ga~ Banned Drug hiles %
zette Noti the
fication res mey
pectively OR ..
Nandril Nectrine
Neoril ICC
Nermygin Alkem
Neurod in Medo “Yhem
Neurogesic Beckcemn
Neuroxy G&Elaxy
Neurovon Veniyon
Nibidril Nibin
Onalpam Khandelwal
CPD Cifiss
Ophen Bombay Tablet
Olgin Artichen
Oxalpam Nibin
Oxamol Nutri Thera
Oxalgin Cadila
Oxal Dis Pharma
Oxylar Lark
Oxyd on Healer
Oxydril Dynamic
Oxyt od Entod
Oxypyron Thio Pharmsg .
Oxynide Cadila
Oxybutal Bros
Oxypam Cyper
Oxypam Plus Bros
Oxy-Triathin Pharmed
Oxyrin Themis
Oxyryl Pizus Tablets:
Oxidine A :
Oxypose Simis
Oxone-A Rank
Oxydrex “Plaznia
Oxidigin Oasis
Oxigin Min
Oxypyrin Monoken
Oxin - Axax
Oxymol Bio Med
Oxyphen B P Labs
Oxyphenbutazone Acron,Acila,Ana,Arora,B T Labs,
. Belco, Bombay Drug,Chemical &
Pharma,Cooper, Oyper,Deepharna,
Fairdeal,Ganesh,Indics,Kanpha,
'KSLP,Kent ,Lark,Lupin
Paramin Artichen
Parazine Albert David
Prrin Artichemn
Pent oxy ‘Penta
Phenabid ILPL
Phenzyn-A Pasteur
Placidin Lupin
Primoxyphen Prim
Prolyn Mercury
Prestigesic Syntheco
Prestigen Stadchem
Primoxyphen Prinm
Reducin Unique

Referin

Mac Mohan
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Anzbolic Steroids:

Adroyd
Anabolex B12

Dianabol
Dianabol Tsbs
Dianabol Drops
Durabelin

Leea Turabolin
Bvabolin

Neursbol H
Orabolin
Oraboedin drops
Trinergic

Trinergic Inj.
Unab ol

Wingtrol
Aquaviron B12

Aquaviron Inj

CLASS VI

Febro

gt ek
R ]

LAy

Parke Lavis

Cipla"
Cibs Geigy
"

Organon

Concept

Cadila

Organon
]

Unichem

"
"

Cosme Farma-Stanozolol :
~-Free testosteronc,Vﬁ&?ﬁ

Nicholas

Nog used in Category Name of the DLrug House Content Source AV
LCC/LTAB/Ga= Banned., Drug bl
zette Noti the
dication res max
pectively X

Reparil Fairdeal

Rilifon . Shree =

Roxypan Laneet '/ -

Sanoxymnol I Banitex ..l

Sidril Ao Bims '

Suganril S G Pharmsa

Tend2zone Crystal ,

Thiodril Thio Xof "™

Trigerzin CiPrigker

Tronalgin Lo Pharmg 7

Tromin , Rays '

Tromagesic Themnis

Venco Oxypanol Veniyon

Vikrapyrin jaVikrant .

Virgonalgin " Virgo .

Zeroxyl Medoz =

3 3
Zonalgin :

-Oxymetholone MIMS

-Methandienone "
Vit B12,Ferric azmnm ci
Methandienone~ Both

1] 1"

" "

Nandrolone CTIiis
phenylproptonate
—Nandrolone decanote '
~-Nandrolone phesnyl Dot
propihonate,Vit B
-Bit B1,B6,Hydroxycoba-
lamin,nandrolone pheny - .

propionate MIMS
Bthylestrenol both

n "
‘~llethandienone, MINMS

Vit B1,B6,B12
Methandienone,Vit B12
~Nandralone phenyl bt

proépionate
1

FPree testosterone n

Irrational combinations of Tonics, cough gyrups etc.
o‘ 3 - 3 .
©S+ Vitamin B Complex,Liver extract and iron

n n
9

Vitamin C

B et

(would like to get your views and help from you)
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MS-cb/D-10, 340/ - DRUGS CONTAINING IRRATIONAL COMBINATIONS OF STEROIDS AND ANTT INFLAMMATCRY AGENTS : ' '
' 25.801982 ! & ;s ; : : 2 : et

| EBRAND & DRUG * TAGREDIENTS COST f,.0 . IMDICATIONS ° .. ~§# @, _ CONTRATNDICATIONS & SPL.P 45
\ HOUSE T ‘- o . o | ok Lok CA

# Butacort Prednisolone 1,5mg  10-2,09 Rheumatoid arthritis, osteoarthritis, Oedéma or hypertension where there is danger

1: (PCI) .~ Phenylbutazone 1000~ ankylosing spondylitis _of cardiac decampensation, renal and hepatic ‘%

E ik 100mg 3 64,80 disease, peptic uleeration, -bload dyscrasias,
| i ey May potentiate coumarin~type anticoagulants,

¢ e T : ' oral hypoglycarmics and sulphonamieds, Check
e : | , . : : blood regularly, (Sce Sec. 5C)
- - '¥ Butapred Prednisolone 2mg 10-4 40 Rheumatoid arthritis, ankylosing - (As above) v
* + (Biochem) = phenylbutazone 500=142,47 spondylitis, gout and superficial
AR $00mgy salicylamide : vein thrombosis, Extra articular
300mg, dried alur, rheumatism fibrositis, tensoynovitis,
hydrox gel 20mg bursitis, ‘painful shoulder and acute
: arthritis of any joint,
3 osteoarthritis,
3* Deltafla!ﬁar '-Dexamethasone 0425mg 1C=5,50 Rhcumatic and allied econditions, (As above)

(Indoco) oxyphenbutazone 75mg ; = ‘
-dried alum,hydrox : v 1
150mg, mag trisilicate ~

< y 100mg ,
; * Ingapred Pl.leny_lbutazone ggnxg 10-1,23 Rheumatoid arthritis, Still's disease (As above) . = f‘_’;; '
i -—(Inga) predmsol;ne 1,25mg gout, ankylosing spondylitis,. ; : : :
: ok -ostecarthritis, i
g geég-%?{%g - ;;i}'__%r tﬁ@?fﬁﬁamid: are Co?tm'-irid::'tcgteg in t:uberculosis, local or-systembc infections unless controlled by chemotherapy, active
3 o ik BRI R e R, QSVEOpOTosls, renal dysfunction, disbetes mellitu laucoma, hyper i : in gravi .
.fi-,," i sorderg,l’-ﬂg‘o‘“ Sirt failure a;ld e s _ S, & ua, hypertension, myasthe_nl-w gravis, thrombo—embohcv )
e I S 1 L ". .":r' f.‘:‘\:aﬁé o xr;.’\ CELL .
CONY ElaonSEMat COMMUNITY HEALTH 2 QL
a?n.kF-i“,‘;A, e-600 vt 47/1, (First Floor) St. Marks Road 5 -
BANS BANGALOAE - 660 001 .
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M5~cb/D-10, 340/ e e o
25.841982 © fi: y
BRAND & DRUGS ~ ILNGREDIENTS COST INDICATIONS CONTRATNDIGATIONS & SPL, PRECAUTLO Foe

HOUSE _ ‘ - | 2 SR
# Thilozone~P  Phenylbutazone 125mg 10-2. 64 Rheunatoid arthritis, osteoarthritis, —Peptic ulcer, blood dyscrasias, cardiac/:
(Unique) dexamethasone 0, 37mg 500-99.17 sponcylesis, myositis, fascitis, - renal/hepatic insufficienc ~ Gy R
, ] mag. trisillicate 150mg 10-2,64 tendinitis, gout : (Sec Sec 5C) S
%4 Triactin Prednisolone 1.75mg 10-2,80 Rreuatold ostecarthritis,ankylosing Oedema or hypertension meroitheré#is-d anger
(Pharmed) mag.trisillicate 150mg spondylitis, osteoarthritis, gout, of cardiac disease; peptic tlceration, M3 ¢t
phenylbutazone 0418 painful jedmnts, blood dyscrasias. -May potentiate coumarif: . F.
3 type anticoagulants, oral hypoglycaemies -
end sulphonamides, Check bldod regularly, o
; (Sec Sec, 5C) =
## Triactin-D Dexamethsone 0,25mz 10=2.80 (Sac as, above) (Same as above)
(Pharmed) pHienylbutazone 100mg ' e
mag.trisillicate 150mg &
# Arumin Paracetamol 0.15¢ 10-6, 65 A
(MPT) dexanethasone 0,25mg 10" x 10- \;
phenylbutazone 0,1g 66,50
chlorequine phos,?5mg :
oy
666 2D o
. s HE
* MIMS
# CIMS : , ' e s -
Sec 5C:~Corticosteroids arc contra-in’icased in tuberculosis, local or systemic infections unless controlled by chemotherapy, - active neptio
ulcer, psychioses, osteoporosis, renal Cysfunction, diabetes mellitus, dlauccma, hypertension, myasthenia grevis, thrombo-embolic disorders
congestive heart failure and pregisncy. : ' X




DRUGS _CONT ATNING IRRATIONAL COMBINATIONS OF CHIOR MPHENICOL

AND STREPTOMYCIN

¥* Basi
BRAND RUG HOUSE
¥* Basiplon Khandelwal
¥* Basiplon Suspension Khandelwal
*#  Chlorostrep Kapseals Parke-Davis
## Chlorostrep ' Suspension Parke-Davis
*#  Enterostrep Dey's
*#  Tnterostrep 'C' DeyPs
##  Enterostrep Suspension Dey's
* Tfistrep Unique
* Ifistrep Suspension Unique
* Reofin Rallis
¥* Retostrep with womycin Retort
*#  Strepto-Paraxin Boehrnger-knoll
*#  Strepto-Paraxin Pediatric Boehringe-kno*l
*#  Streptophenic@el Mercury
#%  Streptophenicol Syvrup Vercury

Drugs containing Penicillins and Streptmycins

Bistrepen Alembic
Bistrepen Forte Alembic
Dicrysticin~3’ Sarabhail
Dicrysticin-S '£00¢ Sarabhai
Dicrysticin-S Forte Sarabhai
Hemacillin~-S SP LTD
Munomycin Glaxo
Omnamycin Hoechst
Penicillin Streptomycin TDPL

P enmyn Sarabhai
Penstrep MSD
Combiotic - - CL

Injection: FEach 3 gm contains Steptomycin suXare 0.5 gm,

Procaine Pencillin ¢ 300,000 units, Sod.®ncillin G 100,000 units

Combi tic Forte
Injection: FEach 1 gm contains Streptomycin Sulfate 1 gm, .
Procaine penicillin G 300,000 units, Sod Pencillin G 100,000 lac units

(The drugs containing Penicillin and Streptomycin have been
taken from the Pharmaceutical Guide 1981)




MS—cb /D~10,340/ DRUGS CONT ATNING ANALGIN

26.8,1982
BRAND DRUG HQUSE
*# Anadex Conéept
¥#  Baralgan Hoechst
*# Benalgis Franco-Indian
¥ Combigesic Unloids
# Cemizol Inj 1DPT,
*#  Cibalgin Compositum Ciba~Geigy
# Conaril Citadel
# Dolagin + Pharmed Gujarat
* Eucrasil Fisen
3 Fucrasil-5 Fisen
¥ Tucrasil Forte Fisen
# Fargesic PharEast
# Fargesic Syrup PharEast
# Maxigesic Ethico
# Medalgin Medoz
# Medalgin Syrup Medoz
# Neogene Anglo-French
# Novalgin Hoechst
# Novalgin Injection Hoechst
* Promalgin Uniloids
##  Sedyn-A-Forte M M Labs
¥* Spasmizol IDPL
¥* Spasmizol Drops IDPL
* Spasmizol Inj. IDPL
S Ultragin Manners
* Ultragin Syrup IDPL
*H# Ultragin Inj IDPL
3(_# Zlma_lgln Rallis

* MIMS APRIL 1982

# CIMS MAY 1982
DRUGS CONTAINING PHEN (CETIN
¥* Capherin - Mercury
# Dolopar Micro
*#  Belviran Bayer
-:r# Treupel Germman Remedies
*# Veganin Warner

sl
bS

MIMS APRIL 1982
CIMS MAY 1982



MS-cb/D-10.340/
27841982

DRUGS CONTATNING HYDROXYOUINOLINE

BRAND

fmbactin-4

Amoebindon

Aldiamycin .
Aldiamycin Suspension
Alliquin
Ameby s

Ambilan

Imoechin
Antidar
Bioxyl

Chlorambin

Colon

Davoquin

Dequinol

Dependal

Dysenchlor

Digichlor

Diodoquin
Di~Iodohydroxyqguin
Di-Iodohydraxyaquinoline
Di-Iodohydroxyquinoline
Di-Todohydroxyquincline
Di-Iodohydroxyqunoline
Dinochlor

Dinoquin

Diorcin

Dystrindon

Dysen®al

Dysentol

Dysentriad

Enteroton

Entro Iodochlor

Emb aquin

Entrokin

Entroquinol
Entero-vioform
Intestopan-In
Faircolin

Fairdiquin

Floraquin

Furoquinol

Histoguin

Idosulpain

Indoquin

Intestopan-Q

Intestopan Suspension

Labrody A

Lunigyl Caplets
Mebinol Complex

Mexaform
Neoquin
Moebagym
Phenipan

CRUG HOUSE

BCPW

Indon

Alkem

Alkenm

Stmndard Pharmaceuticals
Napha

Swastik Pharmaceuticals
Universal Drug House
Dextromed

Bio-Drug

Anglo-French

Emsons

Albert David

Dey's Medical Stores
SK &B

S G Chenmicals

T H P

Searle

Semit

TOHER

-Fairdeal

Usan

Baropharn
Bengal Immunity
Bengal Immunity
Cos Pharma
Indon

Quality Pharmaceuticals
Bronkal Pvt Ltd
GDA Chemicals
INDC

Bombay Tablet

M &B

Bengal Chemicals
Indo-Pharma Lab
Ciba-Geigy
Sandoz

Fairdeal
Fairdeal
Searle

Chogule

Zandu

Indo Pharma
Indoco

Sandoz

Sandoz

Labros Chemicals
Ethico

MAC Labs
Ciba-Geigy
Swnways

Fbers

Sandnz

AR e A T e el
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BRAND

Quiniform
Quinogel Compound
Stadmed Fntrozyme
Sulflaguinol
Sulphaquino-Bael
Sulphazyme
Uni-Dys :
Yodchin Sulpha

DRUG HOUSE

Albert David

Acilla

Stamed

Comteck

Standar Pharmaceuticals
INDC

Unichem

Duphar, Navaratna




5-9/330(c)
ICl;a.24.9.84

Sub: Banned Brand Drug List.

Dear Friends,

The banned brand drug list is being sent to you. The list is
y divided into 5 classes.

Class I: Drugs banned unmler gazette Notification of 23rd July 1983.

Class II: Drugs that should have got banned under the same notifi-
cation but were not because of the existing ambiguily of
wording . eg. See Category 4 which is strychnine Yohimbine,

- ..., = .testesterone and tonics. Any drug containing yohimbine ard

———=—="gtrychnine or testesterone in tonics is just as irrational
as a drug containing all the 4(»ovigugly the number of dru, =
affected this way are much less.

Class Il : Drugs recommended for withdrawal by the Lrug Consultative
Committee(Original list attatched -Appendix 1)

Class IV: Drugs that were bamed indeperdently ie. drugs which hhd
no relation with Drug Consultative Committee recommendati.-.

Class V: Problem drugs that should be severely restricted if not
banned. eg. Anabolic steroids for children,Phenyland
oxyphen butazones.

Clagss VI: Irrational combination of tonics,cough syrups etc.
To be compiled by friends in the Lrug Action network.

The sequence used ig that given in the Gazette Notification.
The three obhiques x/x/x inddcate DCC/LTAB/Gazette Notification tc
facilitate cross.checking. If there are any errors they are uninter._?.

You are requested to review the list, add/substract/modify
according to most recent information., T her@ is no‘machinary for
sharing unbiased drug information armeas health persomnel and con-
sumers would not have to spend time on this. If this list makes son:
of the drug companies upset, we cannot help it, they had more than
$2 years to compile and disseminate a more accurate,more up-to-date,
more impressive banned brand drug list.

The list is as comprehensive as we con make it.
Note: - It is possible that some brands have been reformuls ted.
eg. Some APCs may now contain Paracetamocl instead of Phenacetin whi-
drug companies hawe actually done so and withdrawn their earlier AL’
containing phenacetin., We do not know you can of course double chec:-
the contents on the container.

O s

After the Kerala High Court Judgement 1982 a directive had beer
given to State and Central health authorities to make the banned
brand drug list available to the Public. It is end of September '84.
This list is made in Public Interest.Use it in whatever ways you cai,
share the information with others. Information and knowledge are

powerful tools for action,

YOU ARE REQUESTED TO BOYCOTT THESE PROLUCTS?AS THEY ARE L ANGER-
OUS ANLU/OR IRRATIONAL. We have a right to safeguard our heslth and
that of our people. ,

Prepared specially for Yrug Action Networkers and VHAI members
with help from I'r Rane and Dr Anil Pilagaonkar of Arogya Dakshata
Mandal. Late Mr Agacy, Cynthia Brown have helped with the earlier
'Black Lists'. For the final version we owe our thanks to Alphonse.

In sclidarity,

Dr Mira Shiva
Coordinator
_ Comnaun Low Cost Drugs & Rational Therap~ -~
€7, la(Firgg : ‘“"’ : tics, VE..
BANGA; IArs

\S a0gd
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ICD,.a.20.9.84
BANNED BRAND DRUG LIST
Note:

Banned drug list is being divided into 6 classes:

1. Drugs banned under the Gazette Notification

2. Drugs that should have been banned umler Gazette Notification in
absence of the ambigious wording, or modification.

3. Drugs that were recommended for being weeded out by DCC and were
not weeded out.

4, Those drugs that were banned earlier separately. eg. E P drugs.

5. Problem Drugs that should be severely restricted if not banned.

eg. Butazolidine Tandril, Hydroxyquinoline, Angkolic steroids for

children,

Irrational combingtions of Tonics.

eg. Vitamin B Complex Liver extract and iron.

6.

Drugs belonging to Class I are being dealt with first, the sequence
used for the various categories is based on the sequence as in
Gazette Notification,

Nos used in Category Name of the Drug House Content Source Availa-
DCC/DT AB/Ga- Banned, Drugs. : g%e h
zette Noti- A
fication res BF
pectively.
1980/82/83 ~
CLASS I
2/1/1 Amidopyrine and its
combinations. Pharms!81
Adysmene Ethnor "
4 Alergin Cipla
Arigtapyrin Aristo "
Arthrex Gajiar's
Biopyrin Biochem
Bipipyrin B P Labs
Bitapyrin Bombay Tablet
Butapyrin Inga
Butarin Themis
Cibalgin Ciba
Dolorindon Indon
Eropyrin Eros -
Esgipyrin S G Chemicals R
Meparin Mercury <
Naphapyrin  Napha ©Lfs
Nectapyrin Nectarin = 33
Neo- Spaamind on~Ind on 53
Optalidon Sard oz g2a 0
Oripyrin Indo Pharma Labs a5
Phenorin Jagson Pal S00
‘Phenylbutazone & Amidopyrin- S S
_ Pharmakab é b3
Predapyrin  Eros S &8
Pyrindon . Indon (SIS
Rumipyrine  Uniloids S
Spasmerin Mercury
Spasmindon Indon
Spasmo Cibalgin-Ciba
Theraphen Therapeutic
Slzapesm  fRigbem MINS'83
Dolviran Bayer o
Codopyn Stadmed
Apidin IDPL
Trevpel German Remedies CIHMg '83




."2...

Tios used in Categor Name of the Drug House Content Source Avail
DCQ/DT AB/Ga~ Banned.  Drug. ble in

zette Noti The e o
fication res lecth o
not.

pectively

5/2/2 Fixed dose combinations of Vitaming with anti inflammatory
agents and tranquillisers:

Placidin Lupin ; :
Spasms Proxyvon-Wockhardt Licyclomine HCL,4exhopro-
xhphene HCL, icetaminophen,
: Cloriazephoxide
Sudhinol-M-C compound-Ranbaxy-Lexnopropoxyhene, Napeylat ,
' Paraxetamol diazepham
Tylencl w.th ccdelne -Bthnor-icetaminophen,Corcintamok-
troprophyhen,Paracetancl,
diazephemn . :

Walagesic Cater wWallace

Conaril ~..Citadel Analgin,Coedine,phos

Paranal TTR Pharma ", Ponacetahol,tlazepan

Sedyn-A-Forte B

Equagesic Wyéth

Diligan Uni-UCB Meclozine HCL,Nicotinia
acid;Hydroxizine HCL

6/3/3 Fixed dose combinations of Abtropine in Analgesics
And Antipyretics: '
Antispasnin Stadmed Eythel morphine nec

Phenolphtha leiwn,FPhenobar-
bitone, Amid opyrin, -MIMS'c
Atrophine mothonitrate.
Prydonnal Eskaylab Paracetanol,Hyoscyanine,
L scopolanine HBr,Phenobarb
Atropin sulph.
Spasmolysin Standard Analgin, Atropin methonitrat .,
Papaverine HCL,Liazeparn.




oS ek

NOS Used 1. Category Name Or the Drug House Content pouce AVa -
DCC/DTAB/Ga~ Banned. Drug. ble i
zette Noti- 1 the oo
. fication res ket
pectively not .
1980/82/83 :
0/4/4 Fixed dose combinmations of Strychnine
and Caffeine in tonics.
8/5/5 Fixed doge combinations of Yohimbine amnd
strychnine with Testosterone anmd Vitamins.
9/6/6 Fixed dose combinations of Iron with Strychnine,
Arsenic and Yohimbine.
10/7/7 Fixed dose combinations of Sodium Bromide
Chloral hydrate with other drugs. ,
Gynodex Retort Ext.aletris,Ext.Vibunun

Ext. hyescyamus,Ext.of
ovary, Ext.of placents,
Sodium bromide.

13/9/8 Phenacetin and its combinations:

]
Antispam Cooper Phafma &
Asthimind on Indon
Bellaspin Nibin
Cyperdine Cyper
Dolviran Bayer
Espico Kirti
Influenza Tabs Bey's,Acila
Phenacin Kirti
Qinarsol Cipla
Spasmindon Indon
Spasmon Semit
Vencospasnin Veniyon
Capherin Mercury MIMS '82
Lolopar Micro CIMS 82
Treupel German Remedies Both
Veganin Warner (Continued on Pagde.12)
1/10/9 Fixed dose combinations of anti histaminics with
anti diarrhoeals.
Clorambin AFD Light Kadlin,Pectin,

meomycinsulph,di iodohy-
droxyquin,line belladona,
Chloraphenaramin,mebate.

2/11/10,/fixed doge combinations of Pencillin and
Sulphonamides.

Crystastrep Tey's

Penitriad M & B

Penivoral Trisulfas- Frango Indian
Pentid-Sulfas Sarabhai

Sipromide V Alembic

Stanpen-S SP Ltd.

5/12/11 Fixed dose combinations of vitamins with Analgesics:

Micropyrin Nicholas Acetysalicylic acid,Vit.C
Phenabid IDPL Oxyphenbutazone,Vit. C.



csode e

Nos used in Category Name of the Trug House Content Gouzmce Avxi.5

DCC/DTAB/Ga- Banned.  Lrug. E
zette Noti the
fication res maxri
pectively,. QP B,
1980/82/83

0/13/12 Fixed dose combinations of Tetracycline
with Vitamin C.

0/14/13 Fixed dose combinations of Hydroxyquinoline group
of drugs except preparations which are used for
the treatment of diarrhoea and dysentery and for
external use only.

1/15/14  Fixed dose combinations of steroids for internal
use _except pombination of stercids with other
drugs for the treatment of isthma.

Cortihist Ingo Prednesolone, chlorpheneamirc
Maleate

Perideca Merck Sharp & Dohme - Lexame theone,
cyproheptadine.

4quivorn B12 Nicholas Free testosterone,vit.B12

Mixogen Infar India- Ethinyl ocestradiol,testost.-

- rons
Oestradiol monobenzoate,e

" phyenylpropionate,
Testosterone propionate
" phenylpropionate,isocapy :
Pasumna 'Strong'-Merck Methyl testosterone,vit.E,~""*
Caffeine, recephedrine HCL(% b
Testosterone, Vit.E(inj)

Testiobicn Merck " » vit.B,B6, B12,
Ligsecron Forte . Nicholas. Progestrone, Oestradiol,
benzoate
(a)Senso Vilco Methyltestosterone,¥it.E,
Caffeine

(b)Theragran-GR  Sarabhai Bthnyl oestradiol,Methyl
’ testosterone,Vit.A,B1,B12,
Yit. b, E,

(c)Geriatone Wyeth Ethinylestradiol ,methyl test-
ogtrone, Vit B1,B12,folic
acid, c,dried ferrous sulf.

(d)Trinergic Unichem Methandienone, Vit B1,b6,
B12(capsule)

Methandienone,Vit B1,B6,B12( j

Other oral(contraceptives) are combinations of
2 or more steroidé.

Lexabolin Infar India - Dexamethozone,ethynloes~
trenol.
Locabolin u Nandrolone phenylpropionate,
desoxycorticosterone phenyl-
propironate.
((Duoluton German Remedies
E P Forte Umfchem
Menstrogen Infar Indig
Norlegstrin Parke Vgvis
Orasecron Forte-Nicholas
Orgalutin Infar India
Osterone Lyka

Ovral Wyeth
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Nos used in Category Name of the Drug House Content Source Aval_ q

DCC/DTAB/Ga- Banned. Drug. ble 11
zette Noti- the ar
fication res : ket =
pectively. ' L _ not
1980/82/8%3

Ovulen Searle

Lyndiol “Infar India 4

Minivlar ED -German Indig
Norcyclin Ciba Geigy
Orlest-28 Parke Lavig

Ortho Novin -Ethnor

Ovral L Wyeth

Primovrar = German Remedies))

3/16/158¢/ Fixed dose conbinations of chloramphenicol for
internal use except combination of chloramphenicaql
and streptomycin:

Chloramphenicol & Sulphonamides:

Liastrep Sunways
Enteromycetin Sulfa - Deyé&s
Kemisulfan “Carlo Erba

4/17/16 Fixé® dose combinations of Ergot:

BErgatap Mercury Ergot prep.
Cafergot Sand oz Ergotamine tartrate,Caffein:
Ergophen Inga Ergotamine tarterate,
Belladonna drw#ect, henco b
Ingagen Inga Ergstamine tarterate
Ingagen-M " Methyl ergotamine maleat:
Migranil Inga Ergotamine tarterate,Bell .-
dona dry ext. Paracetamcl
Migril Welcome Brgotamine tarterate,
cyclizine HCL,caffeine
Vasograin Cadills @ - Ergotamine tarterate,

caffeine,paracetamol,pro-
chlorperazine,maleate.

7/18/17 / Fixed dose combinations of Vitaming with
anti TB drugs except combination of Isoniazide
with Pyridoxine Hydrochloride(Vit.B6):

Anticox 450 -Unichem Rifanpcin, INH,B6
Anticox 600 Cadilla Rifampicin,INH,B6

0/0/18 Pencillin skin/eye ointment:

0/0/19 _ Tetracycline liguid oral preparations:

Ificyclin Paed.drops -Unique -Tetracycllne
Ificyclin syrup -Unique

Linemett syrup -Mercury " MIMS
Lupicyeclin syrup -Lupin "

Mysteclin-V Paed drops-Sarabhi-T, amphotericin"
Sandoeycline susp. —Sandoz - ",broxyquinoling,
Subamycin Paed syrup -Dey's robenzoxaldine




Nos used in Category Name of the Drug House Content Source A Aavr

TCC/DTAB/Ga- Banned. Drug. B
zette Noti- - Ha!
. fication res ma?
pectively. or
1980/82/83 3

Subamycin Paed drops -Dey's Tetracycline CIMS &
MIMS

Terramycin soluble Tabs- Pfizer Oxytetracycline"

Terzamycin syrup = " n

Terramycin Paed drops "

Terramycin Iii Inj " " "

n 1"

terramycin IV Inj - " She u

Frycin,. = ° ikl MSD Tetracycline MIMS
Alcyclin Paed S drops -Alembic i} C IS
4lcyclin-0 - "  Oxytetracycline "

lid ocaine,anhydrous
oxytetracycline.

0/0/20 Nialamide: PEEL L
Niamid Pfizer Pharma-'79

0/0/21 Practolol:

0/0/22 Methapyrihene, its salts.
Capqu Roc Pharma '83
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CLASS TI
Nos uged in Category Name-of the Drug House Content Source .+
DCC/LTAB/Ga~ Banned, Drug. e e bl
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0/0/0 Amidopyrine
5/2/2 Fixed dose combinations of (vitamins)

anti inflammatory agents and tranquilligers:

Butaproxyron Wockhardt

Ftamar P Indoco
Maxigesic Ethico
Rumatin - Nool
Drugs contalnlng Vitamins and anti J_nfl'ammatoryjent
Ranodine Ranbaxy
Micropyrin Nicholas
Phenabid ILPL
0/0/0 Fixed dose combinations of Atropine in Analgesics
and Antipyretics.
0/0/4 FPixed dose combinations of strychnine and Caffeine
in tonics:
Ciltone Buphar
Orheptal Merck
Santevini Sand oz
enophos Rallis
Toniazol Boehringer Knoll
Aminovin Tonic -Smith Stanstreet
Eunova German Remedies
Mynberrys Juggat Pharma

Ranbaxy's tonic-Ranbaxy

Acelyisalic acid -Alcid -Bengal Immunity

Antiflu SP Ltd.

APC -Bootg, CPL, ¥ey's, IVPL,Opil, Kemp
Khandelmal, Nectarine, Pharmakab
Semit, Swastik.

8/5/5 Fixed dogse combinations of Yohimbine and
Strychnine with testosterone and vitamins:
Gavarine Bavert Pharma '83
PMT Cadila
Sensa Vilco
Vigotab Jagson Pal
Yohimbine Atul

Yohimbine & Strychnine
Nectarine Peailes-Néctarlne
Pasuma Strong E Marck
Emetine & Strychnine
Strembin Ugan

9/6/6 Fixed dose combinations of iron with strychnine,
arsenic and yohimbine.

10/7/7 Fixed dose combinations of sodium bromide chloral
hydrate with other drugs.
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13/9/8 Phenacetin and itg combinations:

1/10/9 Fixed dose combinations of anti histaminics with
anti diarrhoeals. '

2/11/10 Fixed dose combinations of penicillin with sulphonamidcs

5/12/ 11 Fixed dose combinations of vitamins with analgesics.

| Mitacin Nicholas.

6/13/12 Fixed dose combinations of tetracycline with vitamin C.

0/14/13 Fixed doge combinations of hydroxyquinoline group of drugs
except preparations which are used for the treatment of
diarrhoea and dysentery and for external use only.

1/15/14  Fixed dose combinations of steroids for internal use
except combination of steroids with other drugs for the
treatment of asthma.

3/16/15 Fixed dose combinations of chloramphenicecl for internal
use except combination of chloramphenicol and streptomyciun

4/17/16  Fixed dose combinations of HErgot.

7/18/17 Fixed dose combinations of vitamins with anti TB drugs
except combimation of Isoniazide with pyridoxine
hydrochloride (Vit. B6).

0/0/18 Pencillin skin/eye ointmeat.

0/0/19 Tetracycline liquid oral preparations.

0/0/ 20 Nialamide

0/0/21 - Practolol

Methapyrilene, its éélfs.
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13/9/8 Phenacetin and its combinations
Acetylsalicylic acid, caffeine &Phenacetin:
Alcid Bengal Immunity Pharma'83
Antalgin - Medinex ENICE s A
antiflu SP Ltd
APC : Acila, JAma, Arora, Belco,

Bengal Immunity,Bombay
Drug House,BP Labs,Chemical

~ & Pharma ,Deepharma,Cooper,
Ley's,Bros, Forstar,Hima,
Ganesh,H Jules, IDPL, Inga,
Cyper Pharma,Kanpha Labs,
Nectarine, Nynmph,.Panacea,
Phamakab, Sanitex, Sarvodgya,
Semit, Stamac Tablets Teecee,

Apidin i TP
Apihist - Bombay Tablet
Apocine Mediproducts
Aselgin . Gavert e 2
Bodryl Parke DLavis
Capherin Mercury
Capramin Glaxo y
Capsin .. . B
. Codral ' Burroughs Wellcome
Colithan CPA- Faird eal
Dolorin - Cal Chem
Dristan . Whitehall’
Flucut Emkay
. Histacap ICC
Influengza Tabs-Panacea -
Ingacin Inga
‘Nylacin Nymph
Painkill Paras
Panalate Forstar- - o ,
Prolene Comp 65~ Stadmed L e
Relaxin . Franklin.
Salurin Forte Alma
Supacin ‘Nymph
Veganin - Warner Hindustan.
Verafen . Pharmakab
Verindon Indon

Wescogesic - Wesco
Acetylsalicylic Acid,codeine & phenacetin:

Antad one 2PLtd
ocodin Cooper
88&%%%%? i %ymph
Cod od on Nectarine
Cod opin tadmed
Codoghene %%r%
Cod opyrine Glaxo
Codotab Jagson Pal
Codral Burroughs Wellcome
ga{dona Baidyanath
olori
: u{%n ga%¥ghem :

ﬁlogoglne Thio Kof

reu ombur
% %arneﬂ%
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7/0/0 ' Clitone: Dupari Vit.B,Nicotinamide,
Penthenol,Sodagiycsare phos,
mangsulph,caffeine,. 4 iiz.
o ¥ e liver fraction with Bl12,5
Orheptal: Merck Nicotinamide,Cal.pantho-
thenali,cupicichl,qunineg.
hcl,sod glycereo, caffeinc.
alcohol, mang chl
15/0/0 Pencillin & Streptomycin
‘ Bistrepen =~ - Alembic
Bistrepen Forte-Alembic
Dicrysticin-S "-Sarabhai
Licrysticin-3800- "
I 8 Forte- "
Hemacillin-S SP Ltd
Munomycin Glaxo
Omnamycin Hoechst
Penicillin Streptomycin- ILPL
Penmyn Sarabhai
. Pensgtrep MSD
Campicillin C Cadila MIMS '83
Carbelin Lyla i
Crys-4 Sarabhai "
. Crystapen & Granules - Glaxo. "
7/0/0 fhalgin :
Aarelgin Ramsons Pharma'83
Adgesic Ethico
Ad ol -~ Acila
Algesin-0 Alembic
Algiril P & B Labs
Alpox . Alps
Anacet Semit
Anad ex Concept
j\;nalag A TaCC
Analgin Acila, Acron,Alembic, Alken,

Alma, Apex, A TaCC, Arora, Arya,
Associated Products,Bengal
Health,Belco,Bombay Drug
House,BP Labs,Biochem,Carewell,
Chemical & Pharma,Cometj;Cooper,
Cyper Pharma,Deepharna,DWl,
fncee, Fairdeagl, Forstar,Govert,
Ganesh,Haffkine,Hima,H dJules,
IDPL, Ifiunik,INDC, Indica, Inga,
Indian, Inventa, ICCO,Kanpha,
KSDP,Lark,Med inex,Med irose,
Medisearch, Nulife, Nymph,Paam,
Nectarine,Panacea,?PCI,Pharmakab,
Prakash,Pulymar,Ranbaxy,Rays,
Remedies(i),Sanitex,Sarvodaya,
Semit,SIRI, Smith,Stamac,Tablets,
Tarachem,Teecee,Veniyon,Vidarbha.
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Analpar Thio-Kof

Anamol Heiko

Anapiron Roc

Anmol Med irose

Anoxy West Coast

Avalgin Tharachem

Belgin Belco

Benalgis Franco Indian

Biogin Bio-Med

Bitalgin Bomnbay Tablet

Butacortindon-Indon

Butagin- Mkem,Tablets

Butaphen Plus-Biochem

Butaster West Coast

Canapar U S Vitamin

Capagin Kon Test
i Cartagin Indoéhen

Celgal Veco

Cemizole IDPL

Cetalgin-D , Optho

Dadhalgin Dad ha

Dexabutalgin ~Mcnoekem
Dexabutazone -Stadchen

Diapar - Navil
Dicigesic-N DCI
Dicolgin Kanpha
Dipralgin PCI
Dizalgin FPranklin
Dolagin Pharmed
Dolo~Neurobin ~E Merck
Doloril-A Indice
Dolotril Saima
Loloxan Shree
D-Pyrone B P Labs
Duogesic Sanderson
Dublactin Tablets
Dypalgin P & B Labs
Ebejlam Ebers
Epagin Kon Test
Eucrasil Eisen
Fargesic Phar-Eagt
Fevozone Alpha
Flunil Excel
Gavalgin Gavert
Geecoprin Paam
Ginol Nibin
Histarin La Pharma
Iccalgin ICCO
Indalgin Indus

Ind o-Amalgin-Indochem
Inflagin Kanpha,
Inflar Navil
Jemjesic Jems
Kanamol Kent
Kanopar Kanpha
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Kapaxgin ~ Kaptab
Kelgin ' Kee Pharma
Kepoxgin Kanpna
La~Pyrin La Pharms
. Largesgic - Lark
Medalgin Med oz
‘ Metabutadeo Supreme
“Metoxyl s Acron
Micron Plus, Wesco
Molgin Dia Pharma
Monalgin Monokem
Myalgin Shree
Mylogin Chemical & Pharma
Neorin Themigs
‘ Nivelgin Nictarine .
Novapam Febro
Nurolgit Nulife
Nycin Nymph
OAD Amee
Orphalgin Biddle Sawyer
Oxal Lia Pharma
Oxalgin Cadila
Oxidigin Oasis
Oxigin Min
Uxydril-DS Lymamic
Oxymol Bio Med
Oxynal Euphoric
Oxypose Sims
Oxypyron Thio Pharma
Oxyzol Medirose
Palgin " Chemo Pharnms
Pamagin Alkem
Pamolgin Paam
Panalgin Carewell
Parageic Radicals
Paralgenol Veco
Paralgicin Stadchem
Paralgin Emcee
Paralgin Godamg
Paralgin - Stamac :
.. Par AnaLgln. Bombay Tablet
"Paranalgin - Gavert
Parlad im = Fourts
Parazoll - Ganesh
Penalfine La Pharma
Penalgin Tarachen
Petragin Thio Pharma
L o0 Medi
PRC : Alkem
‘Predniphenol-6-Gavert
Primdril Prim
Pyragesic Jamsons
- Quikalgin Synthiko
Referin Mac Mohan
Repalgin Rays

Resin

Assan fharma
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zette Notifi the
cation res- marketn
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1980/82/83

Ricofast Plazma
Rumalgin Shree
Rumagol Excel
Selectagesic Supreme
Rupalgin Rup
Shormetal-D Themis
Spalcin Martel Hammer
Spanil Grosons
Spasaron Kon Test
Spasmatac AT aCv
Spasmate .. Terce
Spasmo . Enkay
Spasmo-/Amid ozone Suprachem
Spasmolyrin Standard
Spasmogin Indochen
Spasmian JMdor
Sterpose A N Sterfil
Sunalgin Med inex
Supralgin Sarvodaya
Synalgesic ‘Geoffery dManners
Trialgin-D Osseisule
Trigerzin Trigger
Trigin Biox
Tromalgin La Pharma
Trypin Healer
Uniprox Unicure
Vespanil Veco
Virgonalgin Virgo
Wespalgin Wegt Coast
Zinalgin TCF
Zonalgin Febro
14/0/0 Chloramphenicol with Streptomycin:

Bagiplon
Bichlorfenin
Caristrep
Cemistrep
Cilastrep

Khandelwal

Med inex
Carewell
Suprachem
Acilag

Chloramphenico Streptomycin-Sarvodaya,HA,Tablets

Chlorocin Strep

Jagson Pal

Chlorostrep Kapseals -Parke Yavis
Chlorostreptogseal INLC

Chlorosulf
Chlorosoin
Cooperstrep
Conti Strep
Lee Strep
Lycos
Glucostrep
Glycostrep
Gravostrep
Ifistrep
Intestostrep
Listrep

Ranbaxy
Uolphin
Cooper
Continental
Deepharma
Uynamic
Gluconate
Glyco Remedies
La Grandel
Unique

East Indig
Ligter
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M Medigstreps Mediroge

Medostrep Med oz

Monostrep Monoken

Niscostrep Nishikam

O-Strep Optho

Paam Strep ‘Paam

Pharmastrep Pharmakab

Phenastrep PCI

Phenistrep Usan

Phermceostrep Pharma Medico

Prom Buff

Ranstrepcol Ranbaxy

Redstrep Duff

Rhofin Rallis

Strepcol New Life

Strephenicol H Jules

Streptachlor - Forstar

Streptokep" “Remedies(I)

Streptochlor Mac*

Streptophenicol Mercury

Streptosain Sain

Streptovil Vilco

Sunstrep Sunchem

Vecostrep Veco

Vinystrep Healer

Wilostrep Ladha.
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Thosé¢ drugs that were-banned -separately” eg. E B drugs

Ban on 22nd June 1982 DO No.

and Hydroxyquinoline DO No. X 19013/8/81-D dated 15.8.82

withdrawal delayed to 31.3.83 order changed to combinations

of hydroxyquinoline group of drugs except preparations

which are used for the treatment of diarrhoea and dysentery.

E P Drugs:

TR P Torte Unichem Hydroxyprogest- CIMS '83
erone,acetete,
ethninylestradiol,
hydroxyzine hcl

Cumority : )

Secrodyl Allenbury's

Lut-Estron Forte-~ Mac Progesterone, CIMS "
‘oestradiecl dipropion

Menstrogen Forts-Organon-Estradiol benzoate
Progestertone

Gestaplon Khandelwal- progesterone, MIM3'83

Orasecron Forte-Nicholas-Ethisterone,

estradiol benzoate

Ethinyl ostradiol

cms "

Disecron Forte-Nicholas-Progesterone,Oestradiol

Amebiotic .
Amecure
Amicline
Amidochlor
Amidys
Amitrig
Amocid ol
Amoebin
Ameobindon
Bioquin
Chlorambin
Colon
Combiasis
Davoquin
Diazole
Digichlor
Dinoguin
Diodoquin
Diodys

benzoate

Di-Iodohydroxyquinodihe: >

Pfizer

Excel

Griffon
Therapeutic
Sarvodaya
Trigger

Saimag

Penta

Indon
Stadchem

AFD

Emsons

Usan

Albert David
Godama

THP

Bengal Immunity
Searle ‘
Cadila

Di-iodohydroxyquin-Semit
Di-iod ohydroxyquinoline-Alma
Di-iodohydroxyquinoline-Apex, irora, Associated

Products,Belco,BP Labs,Bombay,
Cadila, Cooper,Cyper, Haffklne,
H Jules, ICCO, Ifinnik, Indica,
Indian Research Indon Ganesh,
Kanpha,KSDP,Nectrine,Nymph,
Paam,Pharmakab,Pharma Products,

Sarvodaya,Stamac,Tablets,Teecee,

Pharma'83
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Di-Metrazole Supreme :
Eroquin Eros
" Erogquin-F M
Farnid Phar East
£l oraquin Searle
Furaquin Revers
Furogil Saima
Glucoline Gluconate
- Higstoquin Zandu
Indogulpain Indo Pharma
Intestren Nishkam
Iodocycline Smith
~Iodoquin Comp. Indoco
Jemeobic Jems
- Kentizole Max & Kent
Kentroquin Kent
Kequinsadl Kee Pharma
Lumigyl Plazma
Metroquin Vita Nova
- Moebagyl ' Ebers
Mexogil Kanpha
Mexogyl - Medix
Nid Tercee
Nivembin M & 3B
Novonidagyl P& B Labs . gl
Nutrozyne * AQiplg”
Quincycline Bombay Urug
Quinildine Gavert
Quinogyl Synthico
Quinomycin Forte Medley
Quinopect Saimg
Quinozol - Heiko
Quinsentry Ramsons
Rayquinol Rays
Saril PRI Oy
Stambiquin Stamac
Sulfa Kaotin Forte-Hays
Sulphachin IRI
Sulphazyme INBC
Thiozyme - Thio Kof
Tricodys Medinex
Tryquin Ramson
Uni Lys Unichem
Vagiquin Cifiss
Veniquin ) Veniyon
, . Zolaquin Pulymar
Iodochlorhvdroxyqulnollnez
- TAlliquin SP Ltd Pharma '83
' Ambarid N I Pharma
- Ambiguinol Emcee
. Amebide TC Bobverts
Ambizyme Forte Emcee
+ “Amoechin UDH
Amygil Plus Emcee
Andocin Angel Pharma
Antidys Remedies(I)

Aremzyme Roberts
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!Baidyanath Eczena Dalham—Baldyanath
Baldyandth Isabhael

Bradex-Vioform
Chloropectidin
“logid

Corto Quinol
Cosmezen
Curogyl
Varmadar
Davoquin
Deaquin
Lepedal
Dermo Quinal
“equinol
Diacheck
biarzole
Digichlor
Diogyl
Dysentol
Dysentol
Enapec
entakon
Entrobael
Entero Quinol
Entero-Vioform
Enterotone
Entromin
Entroquin
Entrozyme
Entrozyvit
Forquin
Fungrin P
Gestro Wuinol
Gguin

Ciba

Cal Chem

M R Labs
East India
+0s Pharmsg
Shree.
Stamac
Albert David
Cadilg
Eskay

Bast Indiag
bey's

New Life
Monopax
THP

Searle
Quality
Bronkol

A TaCC

Kon Test
INDC

Bast India
Ciba

INDC
Panacea
Ind o Pharma
Stadmed
Amava
Medirose
Saico
Prakash
Grosons

Iodochlorhydroxyquin -Alma,Associated Products,

Iodocortindon
Indochlora HCL
Idofur

Iofur
Metroquin
Mexaform
Nudy's Comp.
Ompectol
Pectocin
Protoquit
Protozide
Quinidochlor
Quinidochlor
Quinbmole
Quinod ochlor
Quinoform
Stamaquin

Arora,Cooper, ICC,Haffkine,
Nymph,Panacea, Semlt Stamac,
Tablets,United, Apex,ICC,
Kanpha,Deepharma

Ind on

Paam

Nymph

Apex

Rays

Ciba

Nulife

Ramsons

Thio Pharma

PCI

India Health

NCPW

Amava, AtaCC

1 T

Forstar

Albert David

Stamac:
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| Stomagzole ‘ Kanpha
Sulpha quing Bael -SP Ltd
Tolnacomb Sterfil
Uni Dys Unichen
Uni Enzymne "
Vencosarin SN Veniyon
Viodochlor Therapeutic
Vilco 12-21C Vilco '
Vioform Ciba P
Wesco Yys West Coast.
CLASS V:

Problem drugs that should be severely réstricted if not banned.

eg. Butazolidines, Anabolic steroids for children etc.

Phenylbutazone:

Acetazohe
Actimol
Acapyrin
Algesin
Amphiyrin
Aquapyrine
Arcon
Arcure
Aregopyrin
Aristopyrin
Arthozolin
Baripyrine
Beesopyride
Bipipyrin
Bitapyrine

- Butadol

Butacort
Butadez
Butamol
Butanyl
Butapyringa
Butasule

Butascarbisone

Butapred
Butarin
Butaster
Cartagin
Celgal-P
Cepyrin
Coirtazolin

IRI . ;
Pharmed
Usan
Alembic
PCI
Vidarbha
.A.l k em
MuLife
Arora
Aristo
Remedies.
Sanitex
Enkay

" BP Labs

Bombay Tablet
Osler

PCI

Cadila .
Angel Labs,Ganesh
THP

Inga

Franklin

Ganesh

Biochem

Themis

West Coast

Ind ochem

Veco )
Chemical & Pharma
PUI AN,

Pharma

l83

Dadhapyrin Tabs Dadha

Decapyrine Delta Pharma
Delta Jagozolodin-dJdagsonpal @
Dexabutarin Themis
Dexabutazone Stadchem
Dexabutalgin Monokem

Dexaphenalgin Sims
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Dexapyrin-D Sarvodaya

Dexapyrin - Ganesh

Dicipyrin DCI

Ebeflam Ebers

Erobutol Bros

Esgipyrin SG Pharma

Gavazone Gavert

Gecopyrine Paamn

Gravodine La Grande

Inapyrin INDC

Intasolone ICC

Jagopyrine Jagson Pal

Jagzolodin "

Kebutacine Kee Pharma

Medicopyrine Medi

Med opyrin Med oz

Ondex Ramsons

Oripyrine Indo Pharma

Orthodex Saima

Pamapyrin Galpha

Pancy Lister

Parazone New Life

Parazolandin 3G Pharma

Phemol-D Pharmakab

Phenamide Nibin

Phenid opyrin Sterling

Phenorin Jagson Pal

Phenopyrine Cooper

Phenylbutazone Acilg

Phenylbutazone Albert David

Phenylbutazone Apex, Bleco,B P Labs,Bombay Drug,

Phenylbutazone& Amid opyrine- Cooper,Cyper,Deepharm:,

Prenovil
Predniphenol-6
Pulrheuma
Pyrine
Remarnt1l
Ribopyrine
Rumalgin
Rhumale axrt
Rhumagon
Rumatril
Rumarem
Rumatison
Rumicort
Rumin
Sanipyrine
Teraphen
Thilopyrin
Thiozone
Thiopyrin

Cyper,Cooper,Chemical & Fharma,
Deepharma,Ganesh, Inga, Indica,
Kanpha, Nectarine, Nishkam, Nymph,
PCI,Sain,Sarvodaya,Semnit,Btamac,
Tablets,Veniyon

Ganesh,Pharmakab, Albert David
Navil

Gavert

Pulymar
ICCO,Cyper,leepharma
Albert David

ICCcO

Shree

Galpha

Stamac

Carewell

Robert

SRl

INBC
n

Sanitex
Therapeutic
Unique
n

Thio Kof
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Trigctin Pharmed .
Triactin-D i
Prigxyd Trigger
Udypyrine ULH
Venocogegic Veniyon
Oxyphenbutazone:
Actgesic Thio Pharma Pharma '8%
Algiril P & B Labs
Alophen Alpha
Amid ozone Suprachemn
Anox Shanberg
Anoxy West Coast
Arden Adonis
Arodil Arora
Bestophen Evans
Broxyl Min
Butacortindon Indon
Butadex Cadila
Butagin Tablets
Butanil INDC
Butaphen Biochem
Buta Proxyvon Panama
Cetazone-D Ganesh
Coxin Carewell
Cypadril Cyper
Lafenoxyn Dadha,
Delta Flamar Indoco
Dexopamn Bombay Drug
Diazeril Weagt Coast
Digflam Standard Organic
Doloflam ¥ilco
Doloril-A Indica
LDoloxam Shree, Healer
Febrogesic Febro
Flamar Indoco
G-Oxyl Grogons
Inflandril ‘Medix
Inflar Navil
Infladol. Nighkam
Inflamak Novus
Inflarid Radicals
Inflagin Kanpha
Infla Proxycap Kanpha
Inflavan Kandelwal
Inotimee, . Keepharma
Intaryl Geno
Jagril ICC
Jamril . Jamsons
Kapflam: . : Kaptab
Kapoxgin , - g
Kentigesic Max & Keht
Largesic Lark '
Maxigesic Ethico
Metrozole Supreme -
Metrozole-F i
Monoril Monokem
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BACKGROUND PAPER PREPARED BY VHAT FOR DRUG-INFORMATION&SHARING
SE TO PREPARE FOR ACTION

THE CLTOQUINOL CONTROVERSY

Demanding its ban. A Just Demand. Or, Just a Demand?

SEL Se Tl ~

We are grateful to our friends in I0CU,Penang, Social Audit,UK,
for some valuable information they sent to us. -

Historiéal Background : s :

‘ quinolines-were introdueed into the Swiss Pharmacopéa in
1900 as. a topical and antiseptic agent. In the 30's it beeame a foous
of interest when its potential as an intestinal amoebicide was invest-
igated. .

It was around 1932 that classical animal studies established the

"therapeutic potential of the halogenated hydroxyguinolines as lumenal
amoebicides". - .

i) Ref: Leake, C.D. (1932) Chemotherapy of Amoebiasise Joumal
of American Medical Association - 98. 195-199. =

The initial clinical trisl of clioquinol was conducted in the
U-ScA- ‘in 19?30 G i '

ii) DQVid, _Nvo, JOhnSténe, HCG-, Reed, AoCo’- Leake, Ce Do ,1955.
The Treatment of Amoebiasis with todochlorhydroxy-quinoline -

\vioform N.N.N). Journal of Américan Medioal Association.
IO0U. 1658 - 1661. : '

Data cited in this report suggested "the compound might have g
useful spectrum of action against other enteropathogenic protozos and
bacteria'.

Since then "halogenated oxyquinoline derivativés HOQ" have béen
popularly used for'pro%hylaxis and treatment of gastroentéeritis, amoebiasis,
travellers' diarrhoea (HOQ include s todochlorhydroxyquinoline, PYOXYy
quinoline, halquinol, diiodohydroxyquinoline,'chlorquiﬁaldol,cﬁiniofon).

In 1934 the first proprietary preparation was promoted to the
public for treatment of amoebic dyéentery and . simple diarrhoead-

As a result of a chance clinical observation, hydroxyquinolines
becamé established for twenty years for the treatment of ‘acrodermatitis
enteropathica (a rare skin disorder) until“it was shown that it acted by
rectifying the underlying selective malabsorption of zinc by foming an
absorbable chelate and it was replaced by zinc. %

‘

-

LY

WEEN WERE THE INITIAL OBSERVATIONS ABOUT CLIOGUINOL RELATED-
PROBLEMS NOTICED? . .

: According to Dr. Ole Hansen, in 1935, the very first year after | f
CIBA (of Switzerland) had started marketing the drug - "a report From
doctors in Argentina describing exactly the same side effects as the
Japanese cases in the 60's and 70's wae- rooétived by CIBA". :
=28 "Frém internal documents in 1939, from Switzerland and documén

“"“released in the courts in Japan, it was discovered that experiments o
the drugs with\cdts and dogs had proved fatal.
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"In the early 60's, a Swiss and a Swedish veterinarian reported “to
CIBA GEIGY that they had found dogd. with diarrhoea treated with Entero-
vioform had died, in seizures". 3
_According to Dr.Ole Hansen "attempts to hide fadts; deny facts;"
(e.g- denial .that the drug is absorved) and attempts to convince doctors
not to publish their negative experimental findings have been made-
throughout by CIBA GEIGY, the producers of Mexaform and Enterovioform.
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Cases of ouptic atrophy were observed in a small proportion of
children receiving the treatment for acrodermatitis enteropathica - this
Was prolonged in” high dosage treatment. Since earlier, children never

- survived without treatment, optic atrophy as a late manifestation of the
disease couid not be excluded.
i In 1964, reversible and unusual gait changes were noted in 20
out of 4000 institutionalized patients on long term treatment.

(Ref: Ghélz, L.M., Arons, W.L.(1964)t Prophylaxis and Therapy of
Amoebiasis and Shigellésis with Todochlorhydroxyquin.
American Journal of Tropical Medicine and Hygiene.133396-401).

Convulsions in laboratory mice on high dosages was reported in

1969 and in "domestic dogs and cats treated for diarrhoea in veterinary
practice". ' :

A reversible confusional state had been described following acute
dosage in man- :

Five perdonsl obidotvations of "transient global amnesig after
clioquinol" have been reported in the Journal of Neurology, Neurosurgery
and Psychiatry 1979: 42, 1084-1090 by M.Mumenthaler, H.E.Kaiser, i
A. Meyer and T.Hess from the Department of Neurology, University of Berne
and Basel, the State Hospital, Lucerne and the Department of Internal
Medicine, Berne, Switzexlands oL i

According to WHO's Drug Information: Jan-March 1978, though sporadic
cases for about 6~7 jear- were reported, it was only aftér three decades
of use of "eclioguinol in the treatment and prophylaxis of diarrhoea in
Japan that SMON was recognized as a distinet .clinical entity in 1964
(Tsubaki, T., Toyokura, Y., TSU Kagoshi, H: (1965). Sub-acute Myelo ~
Optic Neuropathy following abdominal symptoms =~ A clinical and pathologieal
Study, Fapank Journal of Vedicine: 4, .181-184).

HOW USEFUL IS CLIOQUINOL?

There is no evidence to sugges that clioquinol is effective in the
prophylaxis of travellers' diarrhoes.

British National Formulary, 1981

The claim for thé value of clioquinol in the prevention and
treatment of that nebulous ragbag "travellers' diarrhoea" do not withstand
critical examination.

The Lancet (1977)

The Committee (on Safety of Medicines,UK) has reviewed the data
relating to the efficacy of clioquinol in the treatment of diarrhoea and
considers '"that there is inadequate evidence to support the claim".

Pharmaceutical Joumal (30.7.77)
page 597-

05/~
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The drug was excluded from consideration by a WHO expert committee
convened in 1977 %o prepare a model Iist of "esSential “drugs" on the
grounds that the risks of treatment out-weighed the potential benefits.

~ (Ref: WHO 1975: Selection of Essential Drugs. Techn.Ref.Series
615, page 14). ‘ G,

The editorial inthe Journal of Anerican Medical Association
10th April 1972, page 273 stated: i

e
g /
"eeesesin the 40 years that clioquinol has been available
only one study which is not entirely cénvincing, has s own
it to be effective in preventing travellers' diarrhoe /
whereas one other prospective study has shown it to pe qp
more effective than a placebOeesss : g

/
/ /
"Hydroxyquinolines are active only on organisms preseni
within the intestinal lumen. Used alones therefore, hey

are active only in the absence of significant tissue invasion -
a development that cannot be excluded with certainty 'even in
patients with asymptomatic amoebiasis'. :

s PDT/DI,/78.1 WHO:Drug Information.
Jan-March 1978, !

/ )

Anti-diarrhoeal drug blinds and demages brain - M-VﬁKamatq,

Times of India, 20th June 1977. ' i
"The scientific evidence for the value of clioquinol in the

f-~'tréatment of prevention of traveller's diarrhoes is scaﬁty"- i

According to Dr. Ps C. Bandiya of Jaipur, then 'President of
the Pharmacy Council of India. "The Indian brand of Mexaform contains
-2 more drugs (besides Iodo chloro hydroxyquinoline’ the badic drug -
phanquone and oxyphenonuim - and has come to be used not only foi
travellers' diarrhoea but diarrhoea of all descriptions including that
due to indigestion'. T e .

"The dramatic relief is due %o oxyphenonuim which reduces the
spasm of the intestines and bowel movements and thus markedly reducés
abdominal pain and discomfort'. iy ; o

The Hathi Committee had includéd clioquinol in the analogous list
of’ essential drugs, "Due to.its low cost in relationship to alternative
treatment and having regard to the paucity of documented evidence of
SMON within the country". e -t A o

But in India Hydmoxyquinolines are supposed to be ‘obtained only
under prescription (1ike many other drugs). How much this restricts the
vigorous selling of the drugs over the counter is well known to all of us.

WHAT IS SMON?

SMON . stands for Subacute Myelo Optie Neuropathy.

"In its classical form the condition was characterized by the
prodermal gastro-intestinal symptoms considered to be of neurogenic origine

~ an ascending numbness of both legs associated with severe and
persistent dyaesthesiae.

- frank myelopathy revealed by exaggerastion of reflexes extensor
plantar responses a sensory level nn the trunk and sphincter
disturbances could also occur and the combination of exaggerated
patellar reflexes and absent ankle Jjerks was considered to be
a characteristic finding. ' [

ced/-
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Disturbances in ﬁisual acuity developed but they were not usually
an early manifestation. 4

The increase in the number of SMON cases reported annually was
substantiak. In 1965 - 451 cases were reported and in 1969 the number
went up to 2340. 4 A

(PDT/D1/77.4 page 10): WHO Drug Information. 1977

"Females and elderly were particularly vulnerablé and formed a
high proportion of patients who also suffered from serious chronic
diseases".

(Ref: Sobur, I., Ando, K., (1969) ~ Review and Comment on Myelo -
Neuropathy Accompanied by Abdominal Symptoms, Paisnin Igakn
24, 2390 - 2397.

More reports were receiveéd in sumer -

= "A correlation between the use of clioquinol and the occurrence
of SMON in a series of 171 patierits was first reported in 1971",

_~"(Refs Tauhaki T. Honma; Hoshi, M.(1971)+ Neurological Syndrome
X Associated with Clioquinol: Lancet 1, 696 - 697.

~ This was following the discovery of a green éompound - later
- identified as an iron chelate of clioquinol on the tongue of some patients
,/// and in the urine and faeces of others by Professor Tsubaki of SigatasJapan.

Regarding the effects of SMON which, according to some elioquinol
Sympathisers, have allegedly been due to idiosyncrotic causes the relation-
ship between SMON and Clioquinol has unequivocally.been shown.

According to the WHO report the fact that some 15% of the victims
5 hada apparently never taken clioquinol may merely reflect the difficulty
in obtaining precise drug historigs from patients; alterfiatively, it may
indicate the existence of other factors in the etiology of the disease,
or that SMON may not always be’ readily distinguishable on elinical

__grounds—from other neuropathies. -

e / ] Pharmaceutical Journal
/ : 307,77t page 597

Similarly, the reasons for having detected less number of eases
before 1955 could be attributede : '

- to a low detéction rate
- the absence of an unidentified aetiological co-factor
-~ ¢ = relatively low volume of sales .
= relatively low dosage and duration of treatment
.= or to the existence of poorly absorbed formulations

The effect of particle size and presence of emulsifying agents
on the absorption of clioquinol, could have a bearing on the discrepant
= results of long term toxicity test on animalse

Social Audit's leaflet on Cliquinol:

/ "Bad information means bad medicine" has this to say about
- SMON s
! "Clioquinol has caused thousands of cases of SMON a condition
involving continuous pains paralysis, blindness and, in
: extreme cases, deathe In Jgpan, cases of SMON reached -epidemic
K2 proportions - affecting an estimated 10,000 - 30,000 people before
; the drug was banned there in 1970".

The casual relationship between clioquinol snd SMON has even been
accepted by the Japanese courts. ; :
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WHAT IS THE INCIDENCE OF SMON OUTSIDE JAPAN?

> MAccording to a Lancet editorial of the 28th May 1977, page 596,
"the companies deny that the neurologicel damage from clioquinol is &
serious risk outside Jajan and identical abnormalities of the nervous
system have been reproduced in animals". ‘

. According to the Journal of the American Medical Associations
"The &sence of egidemics in other Gountries does not invalidate the
conclusion that clioquinol is neurotoxice Clinicians from England,
Australia, Switzerland,.Sweden, Dénmatk, the Netherlands, and the USA,
have described patient® who developed neurological symptoms while taking
these compounds. - E _ s

The clinical symptoms of these patients were like the one that
characterized SMON'"4 : o
Journal of the American Medical Association
23rd July,; 1973: Page 296

According to an international survey ofi recent reports concerning
intoxications with halogenated oxyquinolines derivatives -~ "A survey
of the literature has proved that 86 cases were reported as SMON or
intoxication of haloggnatéﬂ”onyuinoline derivatives (including duspected
cases in 47 articies published outside Japan from January 1970 to
tFebruary 1977).

According to Dre N. He Wadia in his article: "Some Observations =
on SMON" from Bombay in the Journal of Neurology, Neurosurgery and
Psychiatry 1977: 40, 268-275 where he reported 9 cases of SMON by
retrospective study of their hospital records from 1967-71 and prospective
search from March 1972 +ill 1977.° w7

"In 1977 it would be imprudent totally to ignore the Japanese
experience. If the Tactor which makes for. the reported
difference in SMON prevalence is genetic, SMON may fever
appear in India in epidemic form. But, if the factor is
environmental or infective then the changé in the Indian
environment may result in the appearance of SMON'.

(The above study was funded by CIBA.GEIGY). . )

CIBA GEIGY one of the two main manufacturing companies of hydroxy-
~quinolines has collated details of about 200 possible cases - published
as well as unpublished. . . . o iy ¢ j

The tobal number of cases of SMON réported from outside Japan
is less than 1005 of these a high proportion are from Australia.

L -, won — am

CLIOQUINOL - RESTRICTIONS,BANS,BOYCOTTS

Hydroxyquinolines are sold in more than 100 countries. In some,
there is a ban on its sale while in others sale is restricted to
prescriptionse. : : :

Some of the countries which have imposed restrictions are Australiay
Denmark, Venezuela and Norway. In the Federal Republic of Germany, Finland,
France, "Traveller's Diarrhoea" has been deleted from recommended indicat-
ions and the compound has been placed on prescription.

MORE SPECIFICALLY:
SWEDEN ¢ At first, HCQ was accepted for treatment of acrodermatitis

o.é/&
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enteropathica. Later, however, Sweden totally withdrew it and replaced
it by zinc salts, which is considered safer and more efficacious.

- In the summer of 1976, Dr. Ole Hansen proposed that all CIBA GEIGY
products should be boyeotted in Sweden as the company continued to market
or promote their products of Enterovioform and Mexaform in spite of
conclusive evidence showing their relationship with SMON.

In 1977, the boycott started with doctors writing to the Swedish
~medical journals protesting against the continued sales of clioquinol.
Thanks to the information obtained by a Swedish free-lance Journalist
from the CIBA GEIGY's internal documents.

On September 27, 1981 the Swedish newspapers published that for
each individual drug, CIBA GEIGY lost 25% of their market in Sweden.
CIBA GEIGY is said to have lost 75 million Swedish Kroner during the
boycott years. In 1980, this was equivalent to the total tumover of
CIBA GEIGY (Sweden). )

The boyecott by the Swedish ddctors and the public was their way
of contributing to the developing countries, fulfilling their responsib-
ility towards all peoples in preventing drug suffering. »

38 individuals afflicted with serious side effects by taking
Mexaform, sued CIBA GEIGY for damages in Sweden. CIBA GEIGY and Eraco
agreed to pay 1l.8.million Swedish Kroner as damages in an out of éourt
settlement according to the Economic Times of the 14th April 1982.

JAPAN About 10,000 persons are reported to be suffering from

SMON in Japan: The number of suits in various parts of the country in
~=a: September 1979, a ccording to the Japan Times, was 5200.

It took more then 8 years and 4 months after the first SMON
damage suit was brought against the State and three pharmaceutical
companies (CIBA GEIGY - Japan -Takeda Chemicals gnd Tanabe Selyakulo)
for the Tokyo district court to reach two decisions:-

1; Clioquinol causes SMON Rl
2) CIBA GEIGY et al. were liable in failing to pass on information
sbout the dangers of clioquinole

Regarding the demand for appropriate instructions and a warning
- for doctors and patients, the company has argueds

"It is however not possible t0 achieve complete uniformity of
the information for the doctors and patients, because in
different countries there are different rules which are usually
laid down by the local health authorities'.

(Dr.J. Sobotkiewicz: Statement at Geneva Press Conference-on SMON).
RS Proce. of 28th April 1980: p.34. I
(If there were no rules, more such drugs would be let loose
on the public; and, in countries where the rules are lax,
the people are obviously at the mercy of some unscrupulous
drug industries who knowingly take full advantage of these
rules).
i Some of the BSMON victims who have won their cases are using part
of their money to fight against needless drug induced suffering.
According to Michiko Kinoshita, a SMON victim from Japan, in an interview
. with the Néw Internationalist, January 1981 y
"We want our fight against clioquinol in Japan to help se'cure
assistance for SMON victims in other countries, Just as thalidomide
litigation in Europe and the USA,helped@m“assistancefof
thaelidomide victims in Japan®. _ }

//
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U.Sede - According to the National Drug Regulations, 1961, the use

of clioquinol for amoebic dysentery is restricted. The maximum dose
recommended is ¢ 22.5 gme. for 10 days.

BAN GLADESH The Bangladesh Government on June 12, 1982, acting on the
advice of an Expert Committee, banned the manufacturé, import, distribution
and sale of 1707 drugs, which were considered irrational and harmfule
Mexaform and Enterovioform and all products containing hydroxygquinolines
have also been banned. I L i S ’

(A lesson India can follow from its small neighbour!) g

ENGLAND - In 1973, the UK saw no reason to ¥estrict the sale of HOQ.
However, in 1977, it was felt that oral clioquinol should bedvailable
‘only on prescriptione.

- (Ref: Pharmaceutical Journal 1977: 106,219)
oo, In 1977, the Lancet had said: - PR

"The time has come to halt free sales of clioquinol (i.e.entero=
vioform) and similar drugs for vague intes®inal ailménts and to
demand good evidence before their use for other purposes is
allowed tc continue'.

‘In Londons in May 1978, the Sunday Times and BBC television covered
in a programme the clioquinol dangers. This was following the briefing
of a medical journalist and a TV producer by Dr. 0lé Hansen.

Questions were raised in the parliament a few weeks later and just
two months after the press and TV coverage, the Ministry of Health déemanded
that all bottles from pharmacies be withdrawn_and the texts on the bottles
and leaflets be altered. Even though these drugs are formally on prescript-
ion only, they have just disappeared frofi’ the market in England.

(The role of the press and Govermment Health Ministry needsto .
be noted and appreciated).

A point to note:

The Medical authorities in Britain had said: "This (SMON) is no
problem in Britain". Fortunately, in spite of them, these drugs have
disappeared from the market in Britain.

INDIA , According to the Hathi Committee, HOQ are supposed to be
prescription drugs, but they can be obtained in any amount over the counter
without prescription, without adequate warning. Even if the details of thé
waming were not written in such small print the English-knowing population
being so small, the caution hardly succeeds in warning mést of the consumers.
Thepefore, banning of dangerous drugs is the only solution in the absence o
adequate control. ‘

DUR_ PLAN OF ACTION

1. Distribution of this briefing documént amongst our drug core
groups and discussion at the Drug Workshope ) ,

z.lSendingvits summary to the Central and State Drug Controllers and
Health Ministers. :

3. Sending it to various medical and pharmacology heads for
discussion and feedback.
..s/_
\

|
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4 Dissemination of this infdrmation via Health For The Millions,

to our members, asking.them not to prescribe this drug.
5. Dissemination to our journalists friends and consumer
-+ activists. '
6o _Demand for = warning which can be understood by consumers.

Caution - The use of this drug may lead to blindness,loss
of the function of your legs, loss of bladder
control or constant pain in the legs.

(Mye10pathya optic neuritis are meaningless for
a consumer - a8 long as we can not ensure sales
of potentially toxic drugs without a prescript-
ions it becomes our responsibility to ensure
adequate warning)-

7. Demand that a cheaper alternative be made availables
8. Letters to MIMS, CIMS, TIMA.JOURNAL. .
9, Try to get figures of SMON or suspected SMON cases from our

colleagues in neurology or eye departments in the larger
teachlng colleges, PGI, NIMHANS, ATIMS.. e

10. Keep pressure on the Drug Controller to get Clioguinol
banned and meke alternatives easily available at low coste

S o o et g B S ot W
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ALTERVATIVES

“~Iitronidszoles like Metronidawole (INN)
’ Finidazole (INN)

PROS
- have amoebicidal action in the tissues as well as
in the intestinal contents.

#= they are fairly well tolerated by the majority,

- therefore Metronidazole can be used for amoebie
dysentery -as well as hepatic amoebiasis. '

/

CONS i J
Occasional reports of neuropathy and putogenic /an
carcinogenic potential in animel models (of uncersain
relevance to man), has led to statutory requiremnts
for warning labelling.in the USA and India.

= Meironidazole is relatively costly. /

; - : / \
e 4
/Sinece [/ Metronidazole is extensively absorbed in #He swall
intestines and hence for greater and adgyate astion
in addition a lumenal amoebicide/shoul%/ e
prescribeds : o bt
e PR 2 7
Diloxanide furoate NS F il

PROS - 1s highly effective against nonaymptoﬁatic'carriers‘

- in 95% cases eradication of organiems ha3=been reported
. /
o .= regarding its use in acute amoebic dysentery divergent
] ¥ : . - ' ot )
" results have been obtained - Qoncurrent’use of tissue
amoebicide whenever possible is rqéom?bnded.
: J

/
[ »
¢

Paromnmveine Aninoglycoside

il 4 <
b ’ i

: il st j
fntibiotic - Is effec¥ive both for symptom less causeS;agd

acute amoebic dysentery. b b ™
G EEE 4
CONS / A
S High cost ! / )
/ /
Troublesome diarrhoes { /j/
Carbasone arsenical and Glycobiampsol gave unjf "%sive 3
performance - isolated fatalities attributed fo carbasone.

‘ £ 7
~ occasionally - evidence of cumulative ;dA city.

/

- the choice of lumenal amoebaécide shoyid/be\based on its
effectiveness. / /Q/// L

routinesly /it



D~9/334 (2.1)
26.8-82‘ a

References continued:

Ashworth,B. (1975) Neuro-ophthalmology, In recent Advarcesin Clinical
Neurology, ps101. Edited by W.B.Mathews, Chufchill Livingstone,London.
Tsubaki,T¢Honma,Y+5 and Hoshi,M.(1971) Neurological syndrome associated
with clioquinol, Lancetsl, 696-697 e ‘
Wadia, N.H. 1973§ Is there SMON in India? Weorology India,21,95-10%
Kean, B.H., (1972), Subacute myelo-optic neuropathys Journal of the
AMA, 220, 243-244. ] 2
Kono, R.(1971) Subacute myelo-optico-neuropathy, a new neurological
disease prevailing in Japan, Japanese Journal of Medical Science and
Biology, 24, 195-216. )
Le Quésne, P.M. (1975) Neurotoxic substencess In Modern Trends in
Neurology = 6,pp.91-93.Edited by D.Williams, Butterworths; London.
Meade, T.W.(1975§. Subacute myelo-optig neuropathy and clioquinole.
An epidemiological case history fordiagnoniss. British Journal of
Peventive and Social Medicine, 29, 157-169. ‘
Osterman, P.O.(1971), Myelopathy after eclioquinol treatments;Lancet
2, 544:0 ‘
Pallis,C.A.(1976) Proceedings Honolulu Symposium on 'Epidemiolpgical
issues in reported drug-induced illness. SMON and other examples',
McMaster University Press, Hamilton (Ontario)-
Pallis,C.A. and Leiis, P.D.(1974). Neurological comppications of
clioquinel therapy. In The Neurology of Gastrointestinal Diseasey
pp+ 179-188, Saunders: London.
Report of the Committee on Drugs and Pharmaceutical Industry (1975)7
Ministry of Petroleum & Chemicals, Govteof Indiay Chapter X pp.251-261
Selby, G. (1972) Subacute myelo-optic neuropathy in Australias Lancet
1,123-125.
Selby, G. (1973) Subacute myelo-optic neuropathy (SMON),Neurotoxicity of
clioquinols, Proceedings of the Australian Association of Neurologists,
9, 23-30. ' : - '
: Shiraki, H (1973), Neuropathology of subacute myelo-opticeneuropathy,
s SMON, Neurology Indias 20, Supplement, 3, 395-419. . *
Sobue, I3 Ando,Ks Lida Ms Takayanagi,T! Yamamyra,Y: and Matsuoka;Y?
: (1971), Myelo-neuropathy with abdominal disorders in Japan,Neurology
Lz (Minneapolis) 21, 168-173. - - '
Sobuey I: Ando,K: Lida,M: Takayanagi,Ts Makoyama M: and Mafusoka,Y:
(1975) Subacute myelo-optica~neuropathy in Japan: Neurology India 20,
- Supplement 3, 420-425.

e e s s



1S A PATIENT A CONSUMER ?

R.C. GOYAL

Introduction

TH recontly, (I any dispute reparding neglipence on
the part of the doctors or hospitals was radsced (n
a Court of Law, it was either filed under the Law
of Torts to claim damages, or under Sections 304
A, 336, 337 and 338 of the Indian Penal Code to
get the negligent punished. However, alter the

. introduction of the Consumer Protection Act, 1986,
a drastic change has taken place. We [ind a
number of complaints being filed by patients and
their heirs in the District Forum. and State/

N nal Commissions created under the
Couusumer Protection Act, 1986, against individual
doctors and hospitals for negligence of one sort or
another.

There can be a number of rcasons for this change,
but the main reasons are :

¢ Increasing knowledge of one's rights as a
patient;

¢ Doctors and hospitals are no more held in high
esteem as belore:

¢ No cost is involved il a complaint is filed in
the District Forum or State/National
Commission, since a patient can make out his
case and argue il himsell:

¢ A complaint is decided within a short span ol
three (o four months under the Consumer
Zrotection act while it usually takes vears in
the Civil/Criminal Courts.

Benefits to Consumer

There are a few reasons for keeping medical
services under the purview of the Consumer
Protection Act. These are:

. There are cases of medical practitioners dealing
casually with their patients because these do-
ctors are negligent and callous by nature. The
Act may serve as a deterrent to these doctors.

¢ The Act provides speedy, casy and cheap
remedy to aggrieved patients against negligent
doctors, enabling them to claiim compensation.

Negative Impact on Consumers and the
Medical Profession

On the other hand, there are many good reasons
for excluding medical services [rom the Consumer
Protection Act. These are:

¢ lo dectde, owether an patient s o consaner ol
not, one sh..l have (o give nnportance not to
the letter of "he law but to the spirit behind it.
Otherwise. tv extending the delinition of the
term ‘consumer’ to users ol hospitals, nursing
homes and zrivate practitioners, one will invite
a flood of irresponsible litigation, especially
since Lhe seraces of the Commissions are
available free of costs to all complainants.

¢ It will hamypzr doctors [rom giving their best

oul of fear < mishaps, unwanted litigation,
huge compensation claims etce.

¢ In cvery arec of medicine, junior doctors need

to be trainec and all senior doctors need to
extend their =xpertise. This introduces

specilic risks and raises distinet ethical issues.
Scnior surgesns may well be the best of .
surgeons but the nature of medical care and
the need to rain surgeons lor the (uture
means that hie former must allow their juniors
to perlform <cme of the procedures lor which
they are reszonsible, The delegation ol these
duties is based on an assessment ol the ability
of the junicrs to perform the operations
concerned. ~s a result even if a junior doctor’s
work is supervised, it will leave the senior
doctor's juczement of the clinical problem or
the junior’s :bility open to criticism.

¢ Doctors will cease to rely on their own
clinical diccnosis and will resort (o practising
defensive meaicine. To reduce the risk ol
litigation, the=v will put patients through
dilferent tests - radiology. pathology. ete.
which will prove expensive to the patients.
The patient who comes in with a headache
of one day's duration mayv be advised X-ray
views ol the skull, to seek the opinion {rom
an Opthalmc.ogist. a C.T. Scan and an M.R.L
scan, lest th2 doctors miss a brain tumour.
He has (o hzve a series of test resulls to
justily his ¢-urse of action and pass the buck
il things o wrong ind he tnds himsell

dragged to . consumer court.

Health for the millions
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Senes of tests — No ethical or medical justification.

¢

Pionecring surgeons use lechniques that others
would not attempt. Because of the nature of
their work, these surgeons are vulnerable (o
emotive appcals about the use of patients as
guinca pigs. Though they treat their patients
with respect, care and expertise, yvet their
actions can be painted in a bad light before
the general public.

There are certain specialist doctors who work
in high risk areas such as neurosurgery,
traumasurgery or heart surgery and who
regularly have [atalities. However, this is
merely a reflection ol the risk of the surgery
they are prepared to undertake. Now they may
think twice about working in these high-risk
areas because of the Consumer Protection Act
being applicable to them.

The learned members ol the District/State
National Commission are likely to commil
errors in their orders while granting
compenstion/award in the cases ol hospitals/
nursing homes/doctors due to lack ol medical
knowledge in general and in particular with
regard to instant decisions which are
frequently taken by doctors during emergency
treatment and at the time of an opcration.

Example: When an obsletrician conducts a
delivery in a labour room, she has to take
many instant decisions, such as during foelus
distress. At that time, her prime duty is to

—_

N

NN

S

the
Lt

save the mother as well as
Liial
devote her entire energy in saving
cither the mother or the loetus,
whichever is more viable.
Similarly, she has to decide
instantly whether to conduct a
normal delivery, lorceps dehvery
or caesarean keeping in view the
condition of the mother as well
as of the foctus. In most cases,
patients and their family
members misunderstand the
whole issue due to lack of
medical knowledge. Not to talk of
the patient and his family
members, il the decision taken by
the obstetrician is discussed with
a doctor of any speciality other
than obsltetrics, even he may not
be able to justify the decision of
the concerned obstetrician. Such
an issue was rightly appreciated
~ in appeal by the Tamil Nadu
State Commission against the order of the
Thanjavur District Forum. In this case, the
obstetrician was directed to pay Rs.50,000/- as
a line for taking a wrong decision by the
District Forum. However the State Commission
set aside the order because one of the
members ol the State Commission was also an
obstetrician and could understand the diflicult
situations in which an obstetrician has to take
instant decisions when two lives are al stake.

T by st L e L

Patients usually go to doctors with implicit
faith and doctors generally respond with a
feeling of responsibility. Treating this service as
a purely commercial one will do more harm
than good. Even [t is assumed that this
prolession has become commercial, it still
cannot be termed as a trade or comimerce.

Insurance companies have increased their
premiums on the premise that medical
professionals are subject to a large number of
claims under the Consumer Proteclion Act.
Naturally, doclors have started charging more
from their patients to cover the enhanced
insurance premium.

There is no comparison between a doctor and
a trader. The consumer law is meant to prolect
consumers [rom those traders whose intention
is to defraud. In all doctors-patient cases, the
doctor intends to cure and at times lails Lo
cure. The intention of the doctor is never
malafide and when something does go wrong,
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it is never intentional or preplanned.

A doctor’'s professional reputation is one ol his
most valuable assets, as dear to him as his
proiessional skill. The consumer court may
proc e an cany ot Lo Bl Broadlivgs ool
the doctor may opt to settle out ol court, 'hus
the Act can be held as a weapon o blackmail
an honest doctor. It will encourage
unscrupulous operators and waste valuable
time and energy of professionals.

When a person goes to a hospital for
treatment, there is always some risk. Every
surgical operation involves risks. It would be
wrong and indeed bad law to say that simply
because a misadventure or mishap occured,
the hospital and the doctors are liable.

It is an admitted fact that allopathic medicines
are generally useful but at the same time they
are also harmful as they may also have side
effects. Thus while curing one illness, the use
of some medicines causes another illness
through no fault of the treating physician.

In most cases which lead to litigation under
the Consumer Protection Act there is lack of
communication between doctors and their
paticnts. Doctors often do not realise that
paticnts and their family members are anxious
to know about the nature of the illness and
line of treatment, and seck assurance ol [ull
recovery. Sometimes doctors do not find time
to explain the situation to them because of
their busy schedule. i

The points discussed above will ultimately lead to
a situation of ‘patient selection” by doctors. They
will select and treat only those patients who would
rat create a legal problem for them. In other

;ds they would treat only ‘clean’ cases. Thus

the ultimate sullerers will be the patients.

Recommendations

¢ The Parliament should reconsider the

*

previsions of the Act in the interest of one and
all and redeline ‘consumer’ and ‘service’ so that
doctors and hospital authorities do not become
subject to frivolous litigation. Urgent
intervention in this connection is required by
the Medical Council of India and the Indian
Medical Association. More than a hundred
cases have been filed against doctors and they
have been asked to pay damages amounting to
as much as Rs. one lakh to ten lakhs.

Aggrieved patients could [ile suits for

compensation 1 Civil Courts, 1t the Cil
Courts are over-burdened with cases, as they
clearlv are, the government can constitute
separate Civil Courts 1o hear medheal cases lor
|ndigiges - w2y (RS I |

prrie |l rlli*lu-‘:ol I |

[ S R A S BTl B

<« Under the Consumer Protection Act, 1986,
one can file a complaint agammst a doctor of
a hospital in the District/State/National
Consumer Forum without muaking any
payment. If people had to [ile their cases in
the Civil Courts under the Law ol Torts,
they would have to pay Court fees at the
time of filing a suit and will think twice
belore filing [rivolous cases.

+ The President and Members of the Districl
State/National Forums are not conversant
with the medical prolession and its
intricacies. Therelore they can casily
commil a mistake in cencludmg whether
there is any negligence involved or not. Il
separately constituted Civil Courts were 1o
hear such medical cases agan and agam,
they would soon begin to understand the
medical intricacies involved.

To discourage lalse complainants, there should
be o provision in the Act to deposit 10 pereent
ol the claimed amount as scecurity in the
government treasury at the time of filing a
complaint before the Consumer Forum. I he
wins, he gets back his deposit othenvise he
loses it.

When a patient [liles his claim before the
Consumer Forum, he must give an undertaking
that if-his application is found [nvolous and is
dismissed, he will pay lor the entire expenses
incurred in defending the claim, compensation
for time lost, damages lor loss ol fepiitation
and mental torture and agony undergone by
the defending doctors and hospitals. At the
same time the Consumer Forum should be
liberal in awarding costs while dismissing the
complaint so that false complainants do not
get undersired encouragement under the Act.

I[, because ol pressure [rom the consumer
associations or for any other reason, the
government is not willing to make drastic
changes in the Acl such as keeping patients
out ol the purview ol the Act or constituting
separate Civil Courts for dealing with the
grievances ol patients, the government can
make slight modifications in the Act. They
should nominate a medical person with the
same specialisation as the doctor in the case,

Health for the millions
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as an ad-hoc member of the Consumer Forum. References -
Or., before registering a complaint in the

Consumer Forum, a show-cause notice should adoks :
be issued to the other party, i.e., the hospital 1. Banerjee, Awasthi A.K. & S.K.: Digest on Consumer
or the doctor or both as the case may be, and Protection Laws: Ashok Law House. Allahabad, 1992.
then refer the complaint as well as the reply to 2. Mukherjee, K.N.: The Consumer Protection Act: Book
a team ol medical experts. On their advice, N Trade. Calcutta, 1991.
the complaint may be either rejected or 3. Singh Dr. G.; Law ol Consumer Protection; Bharat
entertained for trial. Law Publications, Jaipur, 1990.

¢ Members of the various Consumer Forums Newspapers

should look into complaints against doctors/
hospitals sympathetically as they do not inten-
tionally provide deficient service o patients.

The Hindustan Times (Delhi) August 27, 1991, Pg. 3
. The Hindustan Times (Delhi) February 27. 1992, Pg.5

1.
2
2 ¢ Advocates should discourage patients who 3. The Hindustan Times (Delhi) March 17, 1991, Pg. 5
: come to them to file [rivolous complaints. 4. The Hindustan Times Sunday Magazine (Delhi) May
24, 1992, Pg. 10

s : g 5 I 7 >
¢ Patients should give serious thought before 5. The Hindu (Gurgaon) June 16, 1903, Pg, 17

entering into litigation against doctors. They
should carefully consider whether they were 6. The Economic Times (Delhy) July 1992 Pg. 11
really given deficient service or whether it was

the only alternative remedy available to their
doctor. 1. Consumer Protection Judgements: January 1991 to
July 1992,

Journals

¢ The press should not give undesired, exagera-
ted publicity to doctor-patient matters because

3 ; Die R.C. G ovar has been wrniting requlase, on a variety of issues
it will further harm the relationship. If any

ranging from Is a Patient a Consumer’ 1o Role of Counsclling in

news of deficient service is bl‘()ll;.’,hl to the Management and Lord Ram as a Counsc.lor.” Dr. Goyal is
knowledge of the public, it's coverage should presently working with Holy Fanuly Hospal, New Delhu,
be objective.
¢ The government should issue a notilication (o .
% exclude patients from the definition of the word ;
consumer’ and medieal serviees rom the wordd URGENT [
'service’ as given in the Consumer Protection DOCTOR REQUIRED l

Act, keeping in view the pros and cons of the |
application of the Act on them. )
Department of Health (DoH), Central Tibetan

Administration invites application from dedicated
doctors (M.B.B.S.) to work n a 45 bedded
hospital. Mundgod. Karnataka S:ate, on contract

Conclusion

If there are still occasional lacunae in treatment,
- the remedy is not in demoralising those providing

Retired doctors may also appiy. Last date for
the receipt of application 20th February, 1993.

the requisite services nor in diverting their atten- basis for 1 to 2 years. The candidate should
; tion f[rom the provision of such services (o dealing be willing to work in a rural Tibetan Community
with a spate of irresponsible litigation - which will of about 10,000 people.
certainly result from the wider and more (lexible i
interpretation of the terms ‘consumer’, ‘service’ and The Department will provide free accomodation. ]
hiring for a cor’lsldcmllon in the Consumer Pay scale Rs. 4000-5000 per month. Interested |
: Protection Act. This type ol interpretation would ; ’ : »
: become counter-productive and would defeal the applicant should respond immediately to DoH I
very purpose ol the legislation. with complete bio-data and relevant certificates.
|

, In a case of demonstrable ‘negligence’, il is not
1 . that a patient would be deprived from secking
§

i

justice. Recourse is always available to him in a Health Secretary, Department of Health, CTA
Civil Court where suitable compensation can be ' j :

1782 istrict 4
provided to the aggrieved and also in a Criminal Dharamsala-176215 District ‘angra (HP)
Court where the negligent can be punished.

; S
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Act, two recent cases flled in the

Delhi and Maharashtra Con-
uner Redressal Fora against hospitals
ur administering contaminated -blood
luring treatment, has brought to fore
e safery of blood supplies by blood
aiiks acrons the country.

The '‘ioe reiates to a Dalhé
1At~ e ML fREG Rahl Who wa. ad-
nittee to Safdarjung Clinic in August
119 for dellvery of a child. As she re-
juired a ceasarian operation, she was
isked  to  arrange for  blood.
Unforrunately, blood was procured by
1 private blood bark which made all
the difference. Thres months later,
when she complained of fever and
vomitting, her blood test showed that
ihe was HB and AG positive as a result
of receiving contaminated blood.

On appeal by the pauent, the Delhi
Consumer Redressai Forum held the
fluntl Blood Bank and Transfusion
Centre (which supplied the blood)
yuilty of supplying :afected blood and
vas asked to pay Rs.20000 as damages
1o the complainant ‘Ahile it is easyv for
# blood bank to pav damages and ab-
solve its responsibiity, it will not be
so for the patient wno has to suffer till
her death.

Blood banks whic are supposed to
save human lives are ‘st turning to be
death taps. Despite the fact that blood
banks. whether put
private have been scr
creasing instances cf supplying infect-
ed blood has raised doubts about the
safety norms followed 1n these banks.
The reports of more and more people
contracting malaria. ;aundice, syphilis
and even AIDS due to transfusion of
unsafe blood, is an indication of the
murky business that goes on in blood
banks.

While a few diseaces arising due to
administering contaminated blood is
curable, what is of great concern is get-
‘ing infected by tha: dreaded disease
AIDS, as it happened in the case of
Sunita Heganavar (26) of Kohlapur. She
was given four units (bottles) of blood
as part of a surgical operation. All the
anits were supplied by the blood bank
maintained by Miraj Medical Centre,
which is authorised by the
Maharashtra Food and Drug Adminis.
tration (FDA).

,rI“!L-\NKS to Consumer Protection

rires

Out of four units of blood, three were
screened and found safe. However, the
fourth was not subjected to regular
tests. Hefore the hospital administra-
tion could find that the fourth unit of
blood was contaminated, the damage
hac been done. Now Sunita, her hus-
band. her daughter (horn after the op-

eration ill are tnfected with the virus
veaeorhgt cnuses AlDYS. Sh2 pae appear
ed to the Maharashtra Consumer

Recressnl Forum claiming Rs 10 lakh
as damages plus medjcal treatment
Tre final verdict 1s awaited.

‘What is alarming is that a number
of unstances of administering blood
wimout screening have been hushed
up or have gone unnoticed.

The increasing number of diseases
due to transfusion of contaminated
blood may be atributed to several rea-
sons. One to the ever increasing de-
mznd for blood and secondly, as a re-
sw: of this, a mushrooning n blood
baris that pay scant regard to safety
asgects.

To date, there is no accurate statis-
tics about blood business in the coun-
trv. According to one estimate, the
country requires nearly 50 lakh units
of tiood per year

Qur of this, 19 lakh borttles is obtain-
ed om volunteers. By WHO norms, In-
dia requires 42 lakh units of blood
agza:nst the avauability of 20 lakh. For
the rest, patients have to depend on
preiessional donors. Obviousiy the de-
mand and supply doesn't match —
guaranteeing a market for those who
seil blood as their only means of sur-
vival

Poverty coupled with unemployment
leacding to migration to cities in search
of ‘obs, has led young men taking to
seliing blood for their survival. Most
blood banks have touts, who prey on
pocr, desperate villagers and offer
them money in exchange of blood.
Even in the case of donors, reliable
stazstics are not available.

However, World AIDS (July 92) re-
porss that there are nearly 30,000 pro-
fessional blood donors in India. Each
doncr sells roughly 15 units (one unit
is 350 ml) of blood a month from Rs.25
to Rs.500 depending upon the category
of hlood. The Professional Blood Do-
nors Welfare Association claims that

‘)

Blood or death banks ?

Despite the fact that blood banks, whether public, voluntary or

Sirying infected -

R f Y aa-taf
aised aoults

private have been screening blood, increasing instances of
E aiue the safety norms

followed in these banks, writes Y G MURALIDHARAN

they cater to 80 per cent of the coun-
Tv's needs

But the sung lies in the fact that
many of these professional donors are
carriers of HIV.

According to the Nauonal Aids Con-
trol Organisation (NACO) stanstics
14.87 per cent of the country’s estimat-
ed 15 lakh HIV infected cases are pro-
fessional blood “donors. Another cat-
egory of blood donors who sell plasma
to blood products manufacturers are
also responsible for gering and spread-
ing HIV.

In order to bring down instances of
HXV infected blood being given to pa-
dents, professional blood donors were
extensively tested for HIV in 1985
Though none of them were found HIV
positive, the situation is not so in 1984,

Despite the fact that blood business

in the country is playing havoc with
the lives of the innocent patients, no-
thing has been done to stop this men-
ace. Four vears ago. Ms. A.F. Ferguson
and Co., carried a survey and found
that there were 1018 blood banks in the
country. Of these, 378 do not have a
mandatory licence from the govern-
ment. Again 326 out of 378 unlicenced
blood banks are the ones owned by the
government itself. The committee also
found that half the banks it surveyved
were not carrying out all the critical
tests against blood infections.

Elaborate rules which runs to seven
pages have been framed under the
Drugs and Cosrneucs Act for establish-
ing and maintenance of blood banks.
These provisions include minimum
area of 100 square metres, equipments
like sphygmomancmeters, refrigera-

tors, weighing machines, disposable
plastic packs, blood collection bottles,
emergency equipments etc., More im-
portantly, blood banks should ensure
that blood supplied confines to the
standards laid down in the currenj edi-
tion of Indian Pharmecopoeia.

According to FDA regulations every
unit of blood has to be tested for four
diseases — malaria, hepatitis, syphilis
and HIV — before being released for
use. It should be remembered that no
blood transfusion is completely free
from infection and there is no test com-
pletely reliable. While the shelf life of
whole blood is between 21-30 days,
there is what 1s called 'window period’
of 4590 days when the incubating virus
does not reveal its presence in the test.

- So it is possible, for a person to give

blood up to 45 days after exposure to
HIV, without the virus being detected.

h Avachat

All blood banks are also required to
send samples of every unit of blood col-
lected to one of the Government Sur-
veillance Centres. This is done the
same day that the blood is drawn and
the results are back within 24 hours.
There are 180 zonal blood testing
centres spread in 112 cities. In Banga-
Ve thera are two zonal centres ar
w0 surveillance centres.

The conditions of licensed private
blood banks are not encouraging. Many
blood banks use domestic refrigerators
for storage which cannot ensure the
standarc of four degree centigrade tem-
perature, as prescribed by the drugs
and cosmetics rules. They often take up
to five units of blued a day from a
single professional donor, but use five
different names in order tc evade regu-
lations which limit donors from giving
no more than one unit every 12 weeks.

Blood banks seidom check the do-
nor's Haemoglobin count. Medical stan-
dards stipulate that the donors count
should not be below 12.5 gm. While
such persons could be at risk by giving
blood. the receipient would hardly
benefit. It 1s not surprising that the Pro-
ject Director of National AIDS Control
Organisation, monitoring blood
supplies termed these blood banks as
‘money spinnig rackets’ whose aim is
to supply as many borttles as possible
from as few donors as possible.

The government has drawn up a plan

P to clean up the 1018 blood banks

through a series of measures. The
NACO will set up 30 blood component
separation units in major cities. A cen-
tral legislation to conwmol the blood
banks, standardising the quantity of
blood in commercial banks, total ban
on tapping professional blood donors in
all government hospitals and fixing a

standard selling price of blood under -

the Drug Price Control Order, are some
of the steps to be taken to control blood
business

Despite all these plans, the fact re-
mains that demand for blood can be
met only by encouraging voluntary do-
nations. As of now, there is no strong
effort either by the government or so-
cial organisations to promote or cam-
paign for voluntary blood donations.
There is an urgen’ need to create an
awareness among tii: people about the
need for blood donztion. Manly miscon-

e~ s
ceptions exist about blood banky and
thanks to ignorance, India with a popu-
lation of 850 million people collect just
20 lakh units, whereas Japan wita a
population of 120 million collects 80
lakh units a year. And only 10 to i5
per cent of blood comes from centres
that have proper AIDS testing facilit-
Voo i

Ancther reason for shortage of blood
is that blood is not used judiciously.
In many of the cases, where blood
transfusion is needed it is only a part
of the blood that is to be mansfused.
Whole blood transfusion is needed oniy
in case of heavy loss of blood as in ac-
cidents. For instance, anaemics just
need red blood corpuscles, haemophuli-
acs Factor 8 and burn vicums need
piasma. Unfortunately, all these, pa-
tients are given whole blood as we do
not have adequate facilities 1o break
down blood

Another way to munimise HIV infac-
tion as also the menace of professicnal
donors, is to go in for ‘autologus
transfusion’ wherein one’s own blood
is drawn and administered. Under this
system one or two units of blood is tak-
en rom the patient before surgery and
repiaced with the same after or during
surgery. Of course this is subject to
other medical conditions.

Very recently, the National Plasma
Frictionation Centre at Bombay inoo-
duced, what i  cailed the
“Fractionation system", a unique way
of multipiying the benefits of one blood
unit. Under this system, plasma is
fractionated into three products ie.
albumin of five and 20 per cent, Factor
X and immunoglobulin. While
albumin is used as a volume expander,
Factor [X is used for bleeding disorders
and immunoglobulin is used to raise
the level of antibodies in the treatruent
of Hepatitis A. The equipment costing
Rs.3 5 crore is presently available only
in this centre in the whole of Scuth
East Asia.

The need of the hour is to make
blood banks more responsible and ac-
countable. Licence should not be grant-
ed unless all the requirements are com-
piled with.All said and done, the one
debate that remains undecided is that
should untested blood be given to a pa-
tient in case of emergency? Over to you
dear doctors.
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PRESCRIBING DRUGS

Questions tc¢ ask yourself before writing a prescription.

1.

G

m

\O

Need

Aim

Knowledg,:

Route anj Dosage

Alternatives

Duration

Observatiyns

Unwanted
effects

j

Is this arug really necessary

Is it being given to make the patient
feel that something is being done?

‘What aim is to be achieved by this drug?

What disorder of function is to be
corrected?

What symptom/s have to

be relieved?

: What is the approved or genceric name?

: What class does it belong to?

: Wwhat are its characteristics?

: Do I have the requisite experience or

knowledge to use it?

: Have I weighed the pote.ncial toxic

: By what route,

effects against the benefit?

in what dose and at what
intervals is the drug to be given and
why? In what form/s dces the drug come?

: Have I selected the best agent available

fer this particular purpose?

What other remedies might have been
chosen?

How do these compare in effecacy, safety,
cost?

: For what period of time, days weeks or

months will it be advisable to continue

-therapy?

When and how could a decision be made
to stop?

What observations can be made to judge
whether the.aim has been achieved?
When should they be made and by whom?

What laboratory investigation if any
would help in this assessment?

¢ How is the drug eliminated?

Wwill the patients illness change the
usal pactern of distribution, effects
or elimination ef the drug?

What are the side effects or toxic
effects of the drug?

Are they acceptable?

How frequent are they?

How carf they bg modified/managed?

:Have I checked for the following:

a2, Pessible allergic risks
b. Pvssible idiosyncratic reactions

c. Patients
with.the

what precautions can I take to ensure
continuatien of ther- v

drug diet which may interfere
drug



1.

13.

14.

15

Contraindic«tions

12, FPatient poit ofjview

Patient reljability

Cost

P

Are there any conditions in which
this drug is contraindicated?
/

Are these 'absolute' or 'relative!?

Are there any drugs which should
be avoided when the-patient takes
this treatment? ™ ;

which and why?

What does the patient believe about

the drug?

What has he been told about it? and

Wwhat has he remebered?

Does he need additicnal information?

: Does his relative need additional

information?

Is the patient reliable for this
type of therapy? !

Will he need/get proper supervision
by relatives or attendants?

Is the drug the cheapest drug of

" that type?

If not could a cheaper drug do  the
job as well?

Finally iy there anything else I need to know about this

drug?

Adapted from}

i. A Herxhe;mer : The Lancet II 1186-1187, 27th Nov.1976

ii. Formular, and Therapeutic guide-Kurji Holy Family

Hospital?

iii. Prescrib;ng drugs - MNAMS Handeut, Dept of Pharmacology,
St.John's Medical College, Bangalore.
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ADVANTAGES OF ESSENTIAL DRUGS i
ON FINGERTIPS «

—

Preparing a ratfonal list of essential/restricted drugs has
. several advantages: medical, economic, social and administrative.

“Medical advaﬁtages

* It is medically, therapeutically and scientifically soumd,
and it ensures rational use of drugs. '

Ve

* It limits tl,e use of irrational and hazardous drués and
decreases the risks of iatrogenesis. (Doctor-induced illness}

Economic advantages

* It is econowically beneficial to the nation because it
prevents wastage of scarce resources on non-essentials,

* The economics of scale achieved in the larger production
- of priority drugs brings down their prices.

* It curtails the aggressive marketing of non-essential
formulations.

* It is econowically beneficial to the patient because it
prevents wastayge on irrational and non-essentials.

Social advantagyes
%* It responds to the real health needs of the people.

¥ It facilita.es the dissemination of correct information
about the drugs to health personnel, medical practitioners
and consumers in general,

* It makes it imperative to draw up priorities to meet the
most urgent needs of the people for essential health care,

Administrative advantages

* It is organizationally sound because it makes quality

control easier because of the limited number of drugs to

be mentioned. 4 I 4

% It facilitates the stireamlining of production, storage
and distribution of drugs, because of the smaller number

of drugs involved.

* It nhelps i1, the clear jdentification of the drugs.

® It facilit;tes the fixing of prices as well as the
revision/withdrawal of excise duties, sales tax, etc.

Source: AIDAN

|




MARKETING OF PHARMACFUTICALS

Dr.ARUN BAL, ACASH

Even in the remotest part of the world ( _ people consume
drugs.These drugs are part of the armamentorium of the-  medical
practioners and healers at every level and are uriiversally

perceived to have powerful effects.Drugs are treated quite dif-
ferently from other consumer items in all the socdGties.It is
quite common in the most advanced soceities also to see that the
consumers, though otherwise well informed and aware of his\her
rights, purchase and consume the drugs without even a routine
enquiry about its price,quality and necessity.Another aspect of
the drugs marketing which is specific only for the drugs is that
the consumer usually has no choice ¢f ¢the selection.This is
partly because of the?technicaﬁ nature of the subi-ct.However
the marketing of the drugs affects the consumer financially, and
many a times physically also.The gap in per capita drug
consumption between the developed and the developing countries
is considerable.In 1India we have approximately 60 000 drug
formulations while WHO essential drug list mentions only 277
drugs.Approximately 55% drugs in the market are eijither
irrational, inessential or hazardous.The total turnover of the
drug industry is Rs.5500 crores which is slated to increase to
R5.16000 crdres at the end of 8th five year plan.This enormous
increase in the production of the drugs over the years has not
been able to improve the availability of the drugs for the
common  man.The availabilty of the drugs for the common man
continues to be as low as 20-30% of the population.A number of
publications have discussed at length the inappropriateness of
the expensive and often ineffective products consumed in the
developing country.The vital resources of the developing
countfies are being used for products that are not essential at
a time when the large section of the population is without
access Lo even most basic drugs.Under the National Tuberculosis
Control Programme the anti tuberciular drugs, which are of
category one as per the DDPCo of 1986, are suppuosed to be
available to all registered patients at the District and Taluka
level Tuberculosis control centers.In a recent personal experi-
ence in two taluka level centres, it was found that the number
of registered tuberculosis patients was 250 and 210 while the
doses available were only 2 and 4 respectively which were taken
away by the staff of the centres . This forces the poor patients
to buy the drugs from the market .WHO estimates that some 500
millidn dollars have been mobilised to support national drug
policies in the developing countries but this amount is only 5%
of the amount being spent by the industry on the drug promation
worldwide.In India we have 20000 drug manufacturing units.Indian
Pharmaceutical industry is categorised as category IV by


societies.It

UNIDO.This means the technologically most advanced
pharmaceutical industry.This obvious contrast of technologically
advanced industry with the ever increasing drug production with
poor availability of the essential drugs is perplexing at
first.However when one goes in the deetails of the situation it
is obvious that =some other factors are at play which have made
situation so difficult. /

Over the last few years we have winessed number of tmgedies
causing deaths due to the substandard, spurious and hazardous
drugs beuing marketed in the country.In spite of all the policy
decisions, seemingly people oriented, the spate of tragedies has
not abated.Is this an aberration or a d&p rooted problem?It-is
obvious that the wrong kind of the drugs are being maketed.For
years the industry has justified the high prices of the drugs
with the argument th - this is necessary for the research and
developement of the new drugs for the various diseases.However
over the last decade even the people connected with the industry
have admitted that the marketing departmenrt of the companies
and not the reseaerch departments, decide the production and
marketing patterns of the companies.On the avarage 5-10% of the
turnover is spent on on the R&D while 15 to 20% spent on the
marketing of the drugs.Of the 348 new drugs from 25 largest US
drug companies bedtween 1981 and 1988 the FDA said that at the
time of introduction only 3% made imporatant contribution to the
existing therapies, 13% made modest potential contributicn while
84% made little or no potential contributicn.Glaxo advertising
in UK of Fortum (Ceftizidime) ,a powerful antibiotic, mentions
that the drug may be used when there is no time to wait for the
sensitivity test. In case of powerful antibiotic like Fortum is
it ehical to allow and promote the marketing which may cause
indiscriminate use?Similarly newer forms of advertising are
dificult to monitor.These include Video ads which are circulated
through TV stations.In 1991 US FDA warned Ciba Geigy Ltd
regarding its product Actigall which was claimed to avoid gall
stone surgery.Many a timeg the slides about certain products
prepared by the company but used for scientific discussions are
prepared with the specific purpose of promoting the product than
the scientifin enquiry.WHO essential drug list has received poor
response from the industry.Head ofUS Pharmaceutical Manufaturers
Association said that it would be poor buisiness practice to
support essential drug list. The vice president of International
Federation of Pharmaceutical Manufacturer s Association remarked

you cant expect us to support the policies which run counter
to our own interests’ .Indian goverment is signatory to various
international agreements regarding adoption ¢f essential drugs
list of WHO.Inspite of these agrements the correct application
and execution of essential drug list remains to be a distant
dream.There are number of instances of mercenary attitude
adopted by the industry while marketing the drugs in wvarious
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countries.These instances are well documented and mneed no
recounting.However it would be wotrh while to narrate rome of
the instances of the marketing in Indian context.

High Dose Oestrogen Progestrone Drugs

This group of drugs were being marketed in India for many
years.These drugs were used mainly to diagnose pregnancy and to
delay the onset of the menstrual period.However over the years
the drugs were proved hazaerdous and were banned in the
developed countries and many of the developing countires.In
India the sale of these drugs was about 7-8 crores rupees per
year .These drugs were known to cause foectal ananmolies.On orders
from Supreme Court the drug controller of India was forced to
hold the public enguiry in four metropolitan cities in India to
collect the public evidance about the hazardous nature of the
drug.The overwhelming evidance about the hazardous nature of
these drugs forced the government to ban these drugs.This was
the first instance of a drug banned after public enquiry in
India.The industry perceived this as an adverse trend for the
future of the industry.The campaign for ban on High Dose
Oestrogen Prcgestrone drugs did not end after the ban order was
issued by the government.The injections of these drugs were used
more than the tablets.The industry was marketing agressively the
injecticns relying on the fascination for the injections in the
soceity.The ban gezette notification mantioned ban on only the
tablets.The <+oluntary organisations were again forced to move
the court t2 secure the corredct ban order.Here also the
industry and government nexus was obvious.The counsel of the
drug controller was not breifed by the government and the task
was left to the veluntary oraganisations

Anabolic Steroids

Anabolic stercids are synthetic androgenic hormones.The primary
use of andrcgens is to deéal with impaired functioning of testis
known as hyp:-gonadism.However androgen hdve significant effects
on muscle mass and body weight.When administered to patients
with hypogonadism, it was assumed but never proved that the
androgen 1in pharmacological doses could promote growth of muscle

mass above normal levele.This was based on a wrong assumption
that anabol:i- and androgenic actions are different.A standard
texbook of rhiarmacclogy by Satoskar states that various studies

have shown that there is no lack of anabolic drive in patients
recoveriry from the illness The use of anabolic drugs in such
condition is highly guestionable.In India anabolic steroids are
being marketed by the industry for many indications which are
highly irrational.Infar (India)} 1€4d., a subsidiary of
multinational Organon Ltd. markets Anabolic steroids in
India.This company used to hold CME programmes in collaboration
with Indian Medical Association.These programmes were being held



in five star hotels accompanied by lunch\dinner.The company used
these programmes to promote the irrational product instead of
scientific discussion.The enclosures to this paper details one
such incident.This company used tc pay even some doctors to spy
on the voluntary organisations.

ANALGIN\DIPYRONE i
Analgin\Dipyrone is an analgesic or painkiller.One of the widely
used analgesic in India,this drug is banned all over the de-
veloped world and whereever it is available its use is highly
restricted.In India one of the main wanufaturers of this drug is
Hoechst Ltd.In 1988 this compoany started marketing the drug for
treatment of fever in children and the company booklet claimed
that analgin has direct smooth muscle relaxing action.As the
enclosures to this paper would reveal the company on repeated
enquiries could produce some papers which were of 1950°s and did
not sunstantiate the claims made by the company.Analgin
continues to be used in India on large scale and such false
cliams many a times go unnoticed

M\S Glaxo (India)ltd and the recent court cases

In october 1993 FDA,Maharashtra issued orders for Glaxo to close
its plant in Worli, Bombay for ten days for gross violation of
provisions of Drugs and Cosmetics Act.The violations found by
FDA were of grave nature.The rejects from the assembly line in
Glaxo's Worli plant were being only dumped in refuge dump in the
factory premises.These were then being lifted by the scrap
dealer employed by the company and sold in the market.The FDA
officials found that the code numbers as well as the labels of
Glaxo Ltd. in possession jof the scrap dealer.Subsequent to the
order of the FDA, Glaxo Ltd filed an appeal with the Health
Minister which was rejected.However the company went into appeal
to High Court which was also rejected.The papers in possession
of ACASH reveal that the abovementioned offence was not the
solitary instance.FDA had found that Glaxo Ltd was indulging
into many gross violations of the, provisions of Drugs and
Cosmetic Act.Some of these were:

Inadequet check of raw material Industrial gelatine used fo
making blank capsules.The industrial Gelatine is known to
contain many impurities like zinc, lead, arsenic - ect.The
significance of this violation is that in JJ Hospital glycerol
tragedy similar violation of rules was not noticed and the
industrial glycerine was allowed to be used for medicinal
purpose leading to the deaths of many patients.Salbutomol
Inhaler marketed by Glaxo Ltd for treatmert of Asthama is
supposed to contain 100 microgrammes of Salbutomol .However the
FDA analysis showed that the particular batch which had pasased
the company s quality control contained only 4 microgrammes of
Salbutamol.Inj.Fortum (Ceftazidime) is a costly antibictic
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marketed by Glaxo Ltd.FDA enquiry found that the company was not
conducting Pyrogen test for this antibiotic.Susequently ACSH
wrote to the parent company in UK but received an ambigous
reply.The British Medical assaociation took up the matter with
the parent company in UK but also received similar reply.FDA
also found many violations of Drugs and Cosmetics Act by other
companies namely Boots (India )Ltd and German Remedies.These
companies were using the raw ' material which had already
expired.The Glaxo Ltd has atlast realised the futility of

pursuing legal cases and has closed down its Worli plant for ten
days.

These are not isolated instances to shrugged off as an abberra-
tions of othereise perfect system of drug
productiop,distribution and use.There is no denying that the
pharmaceutical industry has made important contribution to the
public health over the last "0 years through the developement of
many life saving drugs. The performance of the industry is
usually measured in terms of profit and production.However the
pharmaceutical industry is different from the other consumer
industries.Its performance also needs to be measured in.ethe
terms of social accountability and the benefit\risk retio of its
products.Its products affect lives of millions of consumers.If
the performance of Indian Pharmaceutical industry is measured
against these parametrs it would appear to be dismal.It has
always discliamed the responsibility for marketing hazardous
products while taking credit for technological acheivement.It
always blames the goverment for allowing the marketing of
dangerous drugs while jconvieniently forgetting the sinister roilie
played by its lobbyist to influence the policy makers.The
deafening silence of the medical profession regarding marketing
of hazardous drugs and the marketing strategies of the industry
encourages the industry to continue to market these drugs.It
would be worthwhile to point out here that in case of Glaxo Ltd.
none of the professional associations of Medical profession in
India raised their voice while British Medical Association tock
up the matter with the parent company of Glaxo in UK.

Marketing of Pharmaceuticals is an important aspect of the
healthcare in context of developing countries.Vital resources of
the poor people are being spent on irrational inesential drugs
instead on the necessities 1like food and clothing.Consumer
activists,media,medical profession need to join the hands to
correct the situation in the larger interest of the national
health.Unless this is done on priority basis the oft repeated
slogan of Indian Government ~ Health for All by 2000 AD™ is
likely to turn into “Wealth for Few by 2000 AD.
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VII.

DRUG INFORMATION AND ETHICAL MAR KETING

Perhaps the most crucial component of a rational drug policy

s to ensure that accurate and unbiased informauion about drugs 1s

available to consumers and to medical practitioners. The manufac-
wrers have the primary responsibility of making such information
available 1n respect of the drugs produced by them. This 1s the area
wnere there is maximum confusion. There 1s ample <vidence to show
that drug producers as a rule either suppress vital 1nf ormauon relating

o their products, or deliberately provide wrong inf ormation.

The situation prevailing in India in this regard is truly incompre-
nensible. A glaring example 1Is provided by the rec. it case of the
udgement of the Kerala High Court on writ petition No. OP 8439/1982

in which the Court directed the Central and State Drug Control

Juthorities “to publish the list of trade/brand names and the names :

of the manuacturers of (these) drugs" (which have been banned).
This directive has not been complied with ,on the excuse that the
arugs have been licenced and registered with State health authoriues

and the Centre has no clue about the various formulations and brand

involived.

The current pracuce is to notify the banning of a drug through
& Gazette Notification: Surprisingly, the Gazette Notificauon indicates
tne generic name of the drug whichare being banned, whereas the
products are all marketed under trade names. Moreover, the notifica-
uons are generally couched in such ambiguous language that it is
normally impossible to gather whether the ban becomes applicable
i any one of the drugs in the general category is present in a combi-
nation, or whether all the drugs have to be present in combination
for the ban to become applicable. Similar ambiguities are created

by not cl

ridying e.g. whether steriod combinations means only non-sex
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steroids or sex-steroids also.

Ban of all steroid combinations except for asthma saw
no drugs being banned in reality - just a change of indications
on paper. (See Table 8.1).

Such ambiguities favour only the drug trade.
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It should be the respunsibility of the Drug Control Authorities

to :
. B
- screen all promotional literature for false information
(e.g. recommending Lomotil for children under two years

of age),

- monitor prescription guides which are used by doctors
(e.g. MIMS & CIMS) to ensure that inf ormation contained

in these guides is accurate.

- inform health personnel and consumers of the W H O ' s

recommendations for an essential.drugs list.

- provide information to the general public about drugs
which are banned abroad - giving the reasons for their

being banned or restricted.

- ensure that proper cautions about side-effects and contra-
indications are provided along with the products in the

appropriate local language.
- ensure that labelling ot products are clear.

= ensure that international non-proprietory names (generic

names) are ‘used on all products.
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DOUBLE STANDARDS

A growing phenomenon, which is assuming menacing proportions
is the mamdacture, import, distribution and sale of drugs in India
(and other Third World countries) which have either been banned,
withdrawn from the market, or heavily restricted in the parent country
of the Pharmaecautical Company. In spite of knowing the reasons
for the ban abroad, the Company not only continues to sell the product
in India, but makes false claims about its safety.

The main reason for such unethical marketing practices is
the weakness of legislation in India and the practical absence of

a strong administrat; machinery.
The menacing proportions of the problem of dumping banned
drugs in developing countries caused the Non-aligned Summit to adopt

a Resolution (see 135 2.3 ) at its meeting in Colombo in 1976.

CONFERENCES, SEMINARS, ETC.

It is well known by now that Pharmaceutical Companies agree
10 defray the expenses of national and international conferences,
seminars and scientific sessions. They host these meetings in the
most lavish settings and shower the participants with expensive gif ts.
Obviously, the burden of these frightful extravaganzas are eventually
borne by the poor consumers who have to Pay higher prices for dubious
products.

On a less visible level, pharmaceutical companies vie with
These incentives take many forms : expensive gifts graded according
to the volume of sales, sponsorships for "study tours" abroad, or even
straight cash incentives.

The giving of free samples and occasional "give-aways" has

become a ) ine practice.
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In contrast to this system adopted by the Government. of India,
the British Government sends individual notifications to all health
institutions and medical practitioners, and gives detailed information

£

about the reasons for a particular drug being withdrawn from the

market. (See Table 8.1)

UNETHICAL MARKETING PRACTICES

e

In the absence of coherent policies, and the even more glaring
absence of adequate monitoring and control machinery, India provides
a wide-open market for pharmaceutical ‘products.  The competition
Is tierce. The profit-making objective is over-: ing. Industry has
no inclination or time to consider ethical alternatives. A close look
at some of the practices indulged in by the pharmaceutical industry

will suffice to show that ethics is the first casualty of competit ion.

Examples can be adduced by the thousands. but a few are given

here only by way of being indicative :

- Glaxo Laboratories cited the authority of 'Lancet' to promote
its sales of UOstocalcium B-12, even though there was no such

endorsement of the product in Lancet.

- Boehringer- Knoll quoted UNICEF and used their logo to promote
the use of streptomycin-chloramphenicol combination for diarrhoea
treatment, whereas UNICEF actually promotes stmple oral

re-hydration therapy for most common diarrhoeas.

- Franco-Indian Laboratories * misquoted Goodman and Gilman
to promote their tonic, whereas Vitamin B-12 has no role in

ordinary anaernia.

- 5.G. Chemicals misquoted Goodman and Gilman and Martinadale
10 promote a combination of two dangerous drugs analgin and
oxyphenbutazone, whereas, in fact, the texts warn against

the use of this dangerous combination.
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Banned in letter,
not in spirit

The high dose EP c,;mbination drugs case offers a classic
example of how me.licines with proven negative effects on
the foetus can remaiy indefinitely on the market, even after
being banned. It also ‘shows the six long years of effort made
by concerned individuals and groups to get the stay order obtained
on the ban by drug magufacturers vacated. More recent cases of
banned drugs,fixed dose Chloramphenicol Streptomycin
combinations and cgmbination steroids offer grim testimony
to an ongoing struggle.

he high dose estrogen-} ,ogester-
one ( EP) combination diugs case
isa fascinating story of how India’s drug
consumer movement mature,j over six
trying yearsin Its struggle to get a once-
banned drug re-banned - and against all
odds. Not only does this story refiectthe
powerful resistance put up by the drug
_industry in collusion with a galaxy of
gynecologists but also raiseg the dis-
couraging question of the lucunae in
drug legislation rendering iwipossibie
the implementing of a ban otder in the
virtual absence of a drug rponitoring
network and a communicgtion link
reaching out to chemists, dgctors and
unsuspecting consumers.

E_P. combination drugs are synthetic
female hormone preparationg which, in
the absence of other substitutes, were
propagated for use in the diagynosis and
- treatment of gynecological disorders
during the 40s and 50s. lis jssue was
raised seriously for the first tiyne in India
in 1975 after a number of coyntries had
already banned such high dosage
combinations compietely or tad
banned their use in pregnai;cy testing.
The controversy then had centred

around their association with congeni-
tal malformations ofthe foetus inwomen
who had used them in the early stages
of pregnancy.

The use of synthetic female hormones
in pregnancy iesting is based on a
simple principle - a woman who misses
her period due to reasons other than
pregnancy would menstruate if injected
with the female hormones. When the
Australian Department of Health with-
drew from the market a number of
hormone pregnancy test (HPT) prepa-
rations bothforthelr questionable safety
and increasing availability of reliable
alternatives, WHO informed all govern-
ments of this action. As & consequence,
the government of India banned the use
of these drugs as pregnancy tests,
making it obligatory for the manufactur-
ers to print a caution on the packaging
in 1976.

Born with defects

In 1979, a furore resulted when a study
conducted by Dr. B. Paianiappan, Pro-

_fessor of obstetrics and gynaecology at
“#Kilpauk Medicag College, Madras, high-
2 )

lighted the fact that high dose EP'drug.
combinations ‘were being taken ‘by.

women in the mistaken belief that they
could terminate an unwanted preg-
nancy. Of 52 mothers who had given
birth to babies with congenital defects,
31 per cent had taken hormonal prepa-
rations during early pregnancy, often
with a view to terminating it. The issue

was re-examined by the government im—|

consultation ” with concerned depart-
ments and professionals but the drugs
remalned on the market, albeit with a

"strong cautionagalnst use in pregnancy

testing.

In practice, however, most manufactur-
ers ignored this directive, and these
drugs were readily sold by chemists
over-the-counter for pregnancy tests
and also as abortifacients. Such mass
scale misuse of the drugs led a number
of women and health groups to reopen
this issue as one directly affecting
women and a campaign spearheaded
by Voluntary Health Association of in-
dia, Medico Friend Circle and Arogya
Dakshata Mandal was launched on
March 8th, 1982. Various groups pressed
for various strictures ranging from rigid
implementation of the “warning” rule to
a complete ban of such drugs. As result
of the campaign, the issue was ieo-
pened at the governmental level. On
18th March, 1982, the Drugs Controller
first issued a directive for strengthening
the warning on the packages and later
directed that all EP formulations {other
than oral contraceptives in low doses)
would be banned for manufacture with
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effectfrom 31st December, 1982 and for -

sale from 30th June, 1983.
Where profits rule

To allow the manufacture of a hazard-

ous drug for almost another one year.

before effecting its ban was to ignore
the urgency of the lives at stake. Not

surprisingly, the drug industry took .

advantage of this callous laxity to keep
this profit-earning drug, with an annual
sales of Rs 7 crores, well entrenched in
the market. Aware that its market lay
essentially in pregnancy testing and
abortion induction and only marginally
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in “treating gynaecological disorders
such as secondary amenorrhoea (long
delay In menses), it sought and ob-
tained stay orders against the ban ii; the
Calcutta and Bombay High Courts on
thetechnical groundsthatthe ban cguid
be effective until the Drugs and Cosjpet-
ics Act itself was amended. '

The ban order was effected on the ex-
tremely grave charge that high dosg EP
drug combinations could result in the
birth of deformed babies if consuined
by pregnant women. Yet, a stay lasting
several years, was obtained on mere
technical grounds permitting a phaz-
ardous drug to circulate in a free and
open markei comprising iargeiy ¢f an
illiterate and ignorant public. The nyoral
dilemmadeepens whenwe add to yaill-
informed public a large number of un-
qualified or ignorant prescribers: and
dispensers, a weak drug control i;fra-
structure and drug manufacturers’ who
have consistently failed to warn con-
sumers in regional languages against
its use during pregnancy, knowiny full
well the real dangers involved in“self-
prescription. The extent of the risk in-
volved can be seen from the fact that
roughly 6-12 lakh mothers could k3 af-
fected by this exposure.

Campaignrers who worked for the pan
were hard put to establish that what
was recommended was not a bay on
all hormone preparations, a presnise
used by the drug representatives to
mislead the consumers. High dosg es-
trogen-progesterone fixed combina-
tions were not to be confused witty low
dose combinations used for contragep-
tion. Once propagated foruse in Indiain
the 40s and 50s in the treatment of
gynaecological disorders, the use of
high dose EP drugs was no longer ra-
tional when only a small percentage of
patients required hormonal prepara-
tions in the treatment of amenorrhpea,
the major causes being directly trace-
able to malnutrition, anemia, tubergulo-
sis and psychological stress. The {ssue
that needed to baunderscored wag that
under the guise of treating secondary
amenorrhoea  requiring feipale
hormones, high dose EP drugs cqntin-

ued to be used mainly in pregnancy
testing where the chunk of the profit lay.

In an obvious bid to counter the risks
alleged and get the ban order re-
scinded, the Organisation of Pharma-
ceutical Producers of India (OPPI) put
forth the followingargument to the Drug
Controller in a letter dated August 4,
1982 : “We are by no means defending
the use of such drugs for pregnancy
tests, but reiterating that if ---- a few
uninformed individuals do use them for
this purpose, the risk involved does not
callfor atotal banonthesedrugs.” That
the magnitude of risk is large can be
seen from the categorical condemna-
tion of these drugs in pregnancy testing
by authoritative sources all over the
world. Besides foetal malformations,
these drugs have given false positive
results in one out of five cases with 10
per cent cases resulting in unwanted
abortions.

Views from foreign experts

Specific responses sought from ex-
perts from other countries proved re-
vealing. Quoted below are some letters
received on the Issue :

Prof. M.D. Rawlins, Professor of clinical
pharmacology, Uniyersity of Newcast
upon Type : “Itis myview....that fhere is
no place for high dose oestrogen-pro-
gesterone combinations either as th-

erapeutic agents or as diagnostic tests.
The epidemiologicai evidence demon-
strating the risks of =P preparations are
substantial; ‘proof’ awouid require a pro-
spective randomised study whichwouid
be quite unethical to perform”.

Dr. Stephen Franks, Senior lecturer in
reproductive endocrinoiogy, St Mary's
Hospital Medical Schodi, London:" | feel
strongly that there s nc justification for
the use of these drugs in amenorrhoea,
menstrual imregularities and other gynae
disorders. If menszrual regulation is
required in patients who have irregular
or no periods then the treatment of
choice is either the conventional low
dose oestrogen-progesterone or pro-
gesterones alone. | maght add that there
is very little literature in the most repu-
table journals of gynaecology on the
use of the high dose pill for amenor-
rhoea or other gymaecological prob-
lems. The reason is obvious : there
seems little point in conducting trials on
preparations containing high doses of
steroids (with well recognised spec-
trum of side effects} when low doses of
the same drugs or alternative agents
are effective and widely available.”

If the above responses are not suffi-
cientto counter OPPY's second claim fa-
vouring high dose EP drugs for treating
various menstrual disorders in the ab-
sence of substitutes in India, ICMR in
1982 had made the following recom-
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méndatlon in consultation vjth con-
cerned axperts : “Fixed dose ¢pmbina-

tions of oestrogens and progesterones .

may be totally banned in thescountry,
even for the treatment of sgcondary
amenorrhoea as other substiiytes are
available for its management.’’

To ban afresh i

In 1984, Vincent Panikular jara, an
advocate, filed a public interegtlitigation
in the Supreme Court challenging the
continuation of the production and sale
of EP drugs in the country. When the
matter came up for hearing I Novem-
ber 1986, the judges expresse surprise
overthe stay orders passed by the High
Courts and came down heaily on the
Drug Controller for delay and inaction
on a matter concerning pubilic health.
The Drug Controller was gjrected to
hold an inquiry on the issue through a
public hearing soliciting thg views of
interested individuals, experts and con-
sumer groups. The Drug Controller’s
opinion and the report of the hearing
__were to be submitted within six months.

Public notices for the hegiings were
inconspicuously inserted In newspa-
pers and failed to state in glear terms
that they were being held to decide
whether or not to ban high dose EP
drugs. The drug companies were shrewd
enough to use professionai bodies like
the Federation of Obstetricy Gynaecol-

ogy Society of India(FOGSI) to actas

their spokesman. Till thg very end,
FOGSI supported the stany of the drug
manufacturers in stating that the drug
was essential and absolutgly safe. The
statements of many eminent gynae-
cologists appeared based on personal
anecdotal experience uns,ubsianiiaied
by a single well designed gtudy estab-
lishing statistical scientific gvidence.

After a delay of several mgnths follow-
ingthe four public hearings, a ban order
was passed by the govgmment. The
Gazette Notificationissuing the banwas
released on 15th July, }1988. But no
move was made to inform ¢he chemists,
medical professionals gnd ignorant
consumers about the hanned drug,
clearly stating the brands and their

ardous drug would continue for a long
time even after the ban had been ef-
fected.

Permitting the manufacture and sale of
high dose EP drugs as single ingredi-
ents in the same dose wolld be ridicul-

ing and sabotaging the ban. If these
drugs continue to be sold, both the
manutacturers and the drug control
authorities have to be held responsible.
An unenforced drug banis as bad as no
ban at all. If this could happen to a
watertight case like high dose EP, one
shudders at the effects of other hazard-
ous drugs doin/g/thelr round in an un-
controlled Met

When ban orders
are stayed

vithdrawa! of hazardous and irrational
drugs from the Indian market has proven
1o be an extremely difficult task. The
.story of combinations of steroids and
'?Chloramphenrgo!-Strepton_)ycin are yet
more cases in point. Since'the formula-
tion of the new Drug Policy in 1986 these
were literally the only drugs for which
Gazette Notifications were issued by
the Drug Controller of India, banning
them on 3rd November, 1988.

The fact that a sub-committee of the

Drugs Consultative Committee review-
ing 34 combination drugs in 1986 had
recommended that these two combina-
tions be immediately weeded out is
now history. This fact would never had
been known if it weren't for the diligence
of rational drug campaigners. 1

Several attempts were made to dilute

these recommendations. From the ongk

nal decision to weed out “all steroid.
combinations,” the Drug Technicai

Advisory Board in 1982 watered it down

to “all steroid combinations except for
bronchial asthma”. Full use was made
ofthisloop hole. All products containing
steroid combinations continued to sell
and be used and misused for all kinds of
senseless indications eg. insect bites, !
vague allergies, food poisoningetc. The
chemists and doctors were not warned |
about the change in the indications nor
the reasons for the change. In other |
words, most doctors and chemistswere {
not even aware of the Gazette notifica-
tion. It soon became clear that notifica-
tionsissued by the drug control authori- |
ties and alterations made in the product
literature by some manufacturers aimed
to ensure “legal coverage” but not :
necessariy the “waming and stoppage” |
of misuse. No medical doctor who has
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been prescriting a product for sevhrai
years feels the need to read the pagk-
agerisert eachtime unless the warning
Is printed outside. Moreover, most @c
tors dont even get to see the mediciies

they prescribe as these are dlspenwd
by the chemist or the hospital pl.ar‘
macy.

Steroids

Since doctors prescribe drugs un,jer
brand names, many are unaware of the
cor:lent and dosage of the various in-
gredients ie. even the presence of
steroid in a combination is sometir,ies
not known. The tragedy becomes vi-
dent when one considers that man" of
the conditions for which these drugs ure
administered are _chronic conditiuns
requiring treatment for long periays.
Prolonged use of steroids, accordiny; to
therapeutic guidelines, should be peef-
erably avoided because of the mgny
associated side effects. Some of ihe
known side effects are suppression of
pituitary and adrenal gland functioniig,
high blood sugar and a predrsposmon
to diabetes. Due to the suppression of
the immune system, there is also a pre-
disposition to iections such as tul;er-
culosis, a thinming of bones leadmg to
fractures, peptic ulceration, myopaihy
(muscle weakness), fluid and salt reten-
tion leading tc hypertension, ceriral
obesity with “moon face” and * buﬂalo
hump”, behaviaral disturbance, “sier-
oid psychosis™, hair growth on the face
inwomen, acne etc. Besides the abgve,
danger aiso iies in an abrupt stoppuage
of steroids since the suppressed adre-
nal gland fais 10 take up its nornnal
functions immediately, leading ta an
abrupt fall in bicod pressure and a & sud-
den collapse wnich could prove faial.
Steroid doses have to be therefore
administered according to need which
may not be possibie in fixed dose Cum-
binations. Alsg, it is crucial that stop-
page ot steroids following prolonged
treatment be done gradually. Many
patients taking steroid combinationy for
yearsforthe treatment of asthma, aniiri-
tis, allergies etc. are often not aware ipat
they are taking steroids, asrx:speckb
wamings are given.

Withdrawal of irrational drugs from the market
has proven extremely difficult ....

Unless considered life saving, sys-
temic administration of corticosteroids
is contra indicated (use not recom-
mended) in patients with peptic ulcers,
brittle bones, psychoses or severe
psychoneurosis. They should also be
used with great caution when patients
suffer from congestive heart failure,
diabetes, Infectious diseases, chronic
renal failure, uremia (high levels of
urea in blood) or are eldery. Use of cor-
ticosteroids may mask the symptomsto
such an extent that a true diagnosis
becomes extremely difficult to make.

Many chronic asthmatic patients, unfor-
tunately, are not even aware of the dif-
ference between a bronchodilator ( air
passage dilator) alone and a bron-
chodilator in combination with a steroid.
Steroids do give relief in asthma and
can be life saving in acute cases but
creating dependency on them for mild
attacks when more effective and safer
alternatives exist is medical malprac-
tice and drug misuse.

Several countries eg. Bangladesh, Tur-
key, Denmark, Saudi Arabia, Vene-

zuela, ltaly, Australia, Belgium, Greece,
Norway, New Zealand, Singapore,
Thailand, USA, India, Nepal etc. have
either banned, withdrawn or severely
restricted these fixed .dose combina-
tions of steroids.

.
- SRS

On 3rd November 1988, after much
rethinking; these fixed dose combiia-
tion drugs were ultimately banned eight
years after they were initially recom-
mended for “immediate weeding out” in
1980.

Ironically, history has repeated itself.
The manufacturers have gone to court
and obtained stay orders against the
ban. Two years after the ban order,
fixed dose combinations of steroids
continue to be freely sold and there
appear no signs of any attempt to get
these stay orders revoked.

Since many old stocks continue to be
sold in smaller towns and villages, a list
of some formulations of fixed dose
combinations of steroids is given below
even though some manufacturers have
decide to stop their production:

>

Brand Name Content Manufacturer
Betaklor Betamethasone Velco
Chlorpheneramine
Betneton Betamethazone Glaxo
Chlorpheneramine
Cortina Dexamethasone Lupin
Chlorpheneramine
3 = amine
! B A
Cortophen Prednisolone ’ Uniloids
Chlorpheneramine
Histacort Chlorpheneramine SIRIS
Prednisolone
Histapred Prednisolone Wyeth
Chlorpheneramine
Kenamina Triamcinolone Sarabhai

December 1990 HEALTH for the Millions 19




Chloramphenicol-Streptomycin

The story of cuoramphemod—Strgpto-
mycin is another woeful tale. While
Chloramphenicol is meant for typhoid
and Streptomycin for tuberculosis, a
combination of these two has been
promoted and sold for diarrhoeg, Be-
cause the majority of diarrhoeag are
viral based, antibiotics have no rgie to
play intheir treatment. Anirrational drug
combination only detracts from the

main line of treatment which i~ oral -

rehydration. Besides being an’ eco-
nomic waste, it also has a danggrous
potential for causing fatal toxicily i.e.
agranulocytosis in which the whiie cell
count falls, making a person prune to
infection, a conditionwhich could prove
fatal.

The emergence of drug resistajice is
yet another alarming problem. If Chlo-
ramphenicol is used for trival infec-
tions such as diarrhoea, a patu,nt can
become resistant to its effectiveness
inthe cure of typhoid for which it is
actually meant. Not surprisingly, resis-
tance of typhoid to Chloramgienicol
has been reported from seveial parts
of India. inthe dysentery epidemic in
West Bengal a few years agu, some
2000 children died as the: bacteria,
shigella, became resistant to Chlo-
ramphenicol as well as to mqny other
drugs. ironically, this drug is syld in an
irrational combination with Stigptomy-
cin, rendering the latter unavailable for
the treatment of tuberculosis which af-
fects 10 million people in our country.

The Chloramphenicol Strejtomycin
combination along with Stetyid com-
binations were banned on 3r( Novem-
ber, 1988. Together, they remain onthe
market due to stay orders obtained
by the manuiacturers. On tiw subject
of the continued role of banned drugs
which came up for public litigation as
early as 1982, while pronouncing his
iudgement, Justice Potti sald : “ As
between the profits of the nanufac-
turers and the health of the ciasumers,
the government has consigered the
former of greater importance.”

What has been the fate of oiher drugs

| B /
{ ‘
H

For consumers, however, doubts lcom large about the
economy, safety and efficacy of these drugs.

recommended for elimination since
19867 The Drug Price Control Order of
1986 only made prices more remu-
nerative for the manufacturers.

For' consumers, however, doubts
loom large about the economy, safety
and efficacy of these drugs. If stay
orders can be obtained recurrently on

banned drugs, it is difficult to envisage
action on other hazardous drugs be-
ginning with ideritification and thena
painfully prolonged historical process
of battling for their ban.
S

A-list of banned Chloramphenicoi-
Streptomycin combination drugs is
given below :

Brand Manufacturer
1. Basiplon Khandelwal
2. Bichlorphenin Medinex
3. Chemistrep Suprachem
4. CHLOROSTREP Parke Davis
SUSPENSION
5. Chlorocinstrep Jagson Pal
6. Chlorostrep Parke Davis
Kapseals
7. Chlorostreptoseal INDC
8. Chlérsoin Dolphin
9. Cilastrep Acila
40. Contistrep}—Q P Continental
11. Cooperstrep ' Cooper
12. Chloramphenicol * Indiana
Pharma and Streptomycin 2
13. Chloramphenicol Sarvodaya
and Streptomycin
14. Chloramphenicol H.A.
and Streptomycin
15. Cyperstrep Cyper Pharma
16. Diastrep Sunways
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VI

HAZARDOUS AND IRRATIONAL DRUGS

o~

There are about 8,000 pharmaceutical units in India, which are producing
approximately ' 60,000 drug formulations. many of these formulations are

known to be irrational and even hazardous.

MOST DRUG COMBINATIONS ARE IRRATIONAL

* they increase cost unnecessarily

*® they increase chances of drug interaction

* they make quality control difficult

* they make drug pricing and price control difficult

i they make monitoring of adverse drug reactions difficult

b they confuse consumers and medical practitioners alike.

300

: intervals)
i et

The WHO List of Essential Drugs which consists of 250 drugs contains
only seven combinations.(Technical Report Series 722, 1985)

In 1980, the Drug Consuitative Committee, a statutory dbody constituted
under Section 7 of the Drugs and Cosmetics Act (Act 23 of 1940), nominated
a sub-committee of experts to study the rationality of 34 categories of
fixed dose combination drugs. This sub-committee was 1o recommend 1o

the DCC whether these combination drugs should be allowed or withdrawn.

The sub-committee formulated norms to aliow combinations of drugs.

These were :

a) if there is synergistic action

b)  where there is corrective action

c) when two or more drugs are normally prescribed together and
taken by the patient simultaneously

d)  when the dosage of each of the drugs need not be individualized.

e) where a fixed-dose combination wouid ensure better patient

compliance due to convenience of administration
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f) wnere two or more drugs, prescribed separately may lead to
non-ingestion of one of the drugs, thus adversely affecting the
health of the patient

Conversely, norms for NOT allowing fixed dose combinations were
formulated as follows :

a) where.adverse interactions may occur

b)  when one of the combined drugs becomes :oxic or prolonged
use

c)  when abruspt withdrawal of one of the drugs may cause withdrawal
symptoms

d if sub-therapeutic doses are used in the absence of clinically
demonstrable synergism

e) when Pharmacokinetic behaviour of the individual agents is grossly
different.

34 categories of combination drugs were evaluated

and on the basis of these criteria, the sub-committee recommended a

ban on 23 combination drugs and gave reasons for recommending the ban.

Sixtten categories of these drugs were recommended to be weeded out

immediately, while 7 of the categories were recommended to be weeded
out over a specified period.

The list of 23 combinations to be weeded our is given on pg.

The sub-committee submitted its report to the Drug Consultative
Commiz.ee on the 10 October 1981. It was also presented to the Drug Techni-
cal Adwisory Board, and to the Ministry of -Heaith and Family Welfare, which

accepted these recommendations in 198{. The Drug Technical Advisory

Act of 1940) recommended banning of eighteen fixed dose combination drugs.
It decided to prohibit the manufacture of fixed dose combinations of broncho-

dilators. antihistaminics and tranquiiizers with corticosteroids as early as
October 1980.

By some Incompreher<ible logic, the Drug Technical Advisory board,
consisting  of exactly the same members reversed its decision on December
31, 198! and allowed the sale of the products which it had earlier considered

2 No.
extrac




to be dangeféus. At this point of time, it claimed that it was necessary
1o obtain wider medical opinion.

The Editor of MIMS in his editorial in the issue of February 1982 (Vou.
2 No.3) on the "somersault on steroids" said that "they must have had very

extraordinary reasen to

- reverse their own earlier decision

- ignore the advice of the Drug Consultative Committee
consider the opinion of the whole battery of enunent and distin-
guished medical specialists from research institutions as inadequate

so as to ask for further details and wider medical opinion."

The consumer who is exposed to these hazardous drugs is entitled

to know the reason/s for the volte-face. jThis has, however, not been

for thcoming.

RI.COMMENDATIONS FOR WITHDRAWAL OF HAZARDOUS, IRRATIONAL
AND THERAPEUTICALLY USELESS DRUGS

* All existing drugs available in the Indian market should be screened
by an appropriate, impartial authority, such as the National Drug
Authority recommended by the Hathi Committee.

* Those drugs which have life-threatening or serious side-eifects,
and for which safe alternatives are available should be banned

with immediate effect.

i No fixed dose combinations should be allowea if an alternative
single ingredient drug is available, except in accordance with
the norms laid down by WHO.

* Infformation regarding the action taken by other countries to
ban hazardous and irrational drugs, and. their reasons for doing

so (together with supporting medical/research evidence) shouid
be made available t~ the public.
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The criteria for the withdrawal of hazardous and/or irrational
drugs which have an unacceptably‘ high risk factor, which are
prepared in sub-therapeutic doves, or which are marketed in
irrational combinations, should be widely publicized for the benefit
of medical practitioners and the general public. The criteria
used by the Scandinavian countries,Sri Lanka,Bangladesh,Mozambique

etc. can be used as guidelines (see Appendix)

Orice a decision is made that a particular drug or drug combination
is hazardous or irrational or useless, immediate steps must be
taken to destroy all existing stocks and.to stop further production

immediately.

Legislation should be suitably modified to ensure that Courts
do not grant stay orders against decisions to destroy existing
stocks of hazardous drugs, or to stop further production of such
drugs forthwith. This is necessary in the interest of public health.

After screening by the proposed National Drug Authority, only
those drugs which are approved, should be re-registered with
the Government. All other products should be withdrawn from
the market, and further production banned. In line with the
practice followed by other countries, it should be made mandatory

for all drugs to be re-registered periodicalty e.g. every five years.
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Laws that protect

S
Fd

Various laws exist for ,he protection of public health. But a lack of knowledge or a neglect of
their provisions .‘»fien results in drug induced ill health. Dr S.G. KABRA describes
some of the c.ses that suffer due to a neglect or a non implementation of the
law ard the efforts made to bring breaches before law courts.

here are several laws, the | sovi-
T sions of whichare meant toggu-
late health care facilities for the benefit
of the public. Indifference to oy ne-
glect of these legal provisiong. en-
genders a tacit nexus between offend-
ers and the authorities. It is therufore
necessary to identify these legal pro-
visions to create awareness and to
evolve a strat=gy to ensure that the
authorities entrusted with the enfyrce-
ment of these provisions do in fagt do
so. Enumerated below are several jaws
with a direct bearing on public hegith.

Drugs and Magic Remedies
(Objectionable Advertisement)
Act,1954

its statement of objects and reasous : -

“In recent years there has beun a
great increase in the number of omec-
tionable advertisements in newspapers
or magazines or otherwise relating to
alleged cures of venereal diseases,
sexual stimulartts and alleged curey for
diseases and conditions pecuhar to
women. These advertisements terid to
cause the ignarant and the unwa.y to
resort to self~medication with hai,nful
drugs and apoliances or to resoy to
quacks who indulge in such advemse-
ments for treatrments which cause ¢;eat
harm. Itis necessary in the public inter-
estto put a stop to such undesirablg ad-
vertisements. This bill is intended for

this purpose.”

Taking into account specific provi-
sions, Section 3 of the Act states :

“Subjectto the provisions of this Act, no
person shall take part in the publication
of any advertisement referring to any
drug in terms which suggest or are cal-
culated to lead to the use of that drug
for:

a) promoting miscarriage in women or
prevention of conception in women;
or

b) the maintenance or improvement of
the capacity of human beings for
sexual pleasure; of;

c) the correction of meénstrual dISOrder
- in women; or

-d) the diagnosis, cure, mitigation, treat-

ment or prevention of any disease,
disorder or condition specified in the
Schedule,* or any other disease,
disorder or condition (by whatsoever
name called) which may be specified
in the rules made under this Act.

(* The Schedule appended to the Act
lists 54 diseases, disorders and con-
ditions which cannot be advertised.)

Section 4 of the Act states :

Subject to the provisions of this Act, no
personshall take any partinthe publica-
tion of any advertisement relating to a

drug if the advertisement contains mat-
ter which : a) directly or indirectly gives
a false impression regarding the true
character of the drug; or b) makes a
false claim for the drug; or c) is other-
wise false or misleading.

No person carrying on or purporting to
carry on the profession of administering
magic remicdies shall take any part in
the publication of any advertisement
referring to any magic remedy which
directly or indirectly claims to be effica-
cious for any of the purposes in Section
3. Under Section 9A of this Act, an of-
fence punishable under this Act is a
cognizable one.

A test case

Offending advertisements are a very
common feature in the print media in
India. To invoke the provisions of this
Act, we initiated a test case in a magis-
trate’s court in Ajmer against the then
Editor and Publisher of The Hindustan
Times, Delhi (Khushwant Singh and Dr
Hans Raj respectively) for an advertise-
ment by Dr Sablok which appeared in
the newspaper. The case was regis-
tered only after letters written to the
editor, drawing attention to the provi-
sions of the Act went unheeded, the
advertisements appearing unchecked.
Though the case was uitimately dis-
missed through default, it did succeed
in ensuring that all three defendants
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appear in court whenever requiregd
through the execution of a bond and
surety. The case also succeeded in
establishing the following : '

* The offence is cognisable. Any coyt
in whose jurisdiction a newspaper pr
magazine Is sold or circuiated I;hs
jurisdiction in the case if the offer o2
is deemed to be committed locally
and the cause of action local "

* The editor and publisher along \vith
the advertizer are all equally liably; to
offence.

Efforts at implementation

After my deputation to SDM Hos,ital,
Jaipur, | wrote letters to the Dirég,-tor.
Health Services, Inspector Genetal of
Police and Health Secretary of Rujast-
han, drawing their attention to the provi-
sions of the law and its breach. There
was no response. Marudhar Mridul, a

leading lawyer of Rajasthan, agreed to
file a writ petition which was decided on
September 1989. The Hon'ble Mr. Jus-
tice SN Bhargava issued a directive to
the inspector General of Police, Rajast-
han, to establish a special cell to moni-
tor such advertisements in the print
media and initiate prompt action
against the offenders. Some cases
have been registered by the police.
Some of the newspapers have stopped
carrying such advertisements. Much
still remains to be done to fully get the
court's order implemented.

Drugs and Cosmetics Act

This Act provides for the control and
regulation of safe production, distribu-
tion and sale of drugs and cosmetics.
Powers to enforce the provisions of the
Act are vested in the State Drugs Con-
trollers whose activities are coordi-
nated by the Drug Controller of India
whointurn ensures the uniform applica-

tion of its provisions throughout the
country.

Despite its existence, pracious littic has
been done to implement its provisions.
A case in point is drug induced blind-
ness. Eye drops and ointments with
steroid content are widely used for aller-
gic conjunctivitis.D(Je to prolonged use
of eye drops, | have known several
cases turn blind through drug induced
g|aqcoma and cataract. Though every
text book of medicine and pharmacol-
ogy mentions that steroids should not
be used for prolonged periods, no
warningto this effectis written on prepa-
rations. The implications are specic'ly
ominous when one considers the fact
that self medication is a very common
phenomena. Even well meaning par-
ents regularly administer eye drops to
children, oblivious of the dangers. The
six year old son of a compounder first
put me on the trail which led me to
compile over 18 cases of blindness in
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one year due to prolonged use of ¢ (er-
oid - containing eye drops. None nad
been warned. ¥

Letters were writtento apprise the Cjug
Controllers of Rajasthan and lndu of
the cases In point. Articles were writien
inthe lay press, giving case hlstones of
the patients to highlight the dangerg of
steroids in eye medicines. One sgch
article~which appeared in Rajasthan
Patrika, a Jaipur daily, attracted thq at-
tention of the local government. A
committee of experts was appointed to
investigate the facts and to submit their
report. :

The committee recommended tha; all
steroid eye preparations should cay; ya
warning that the medicine’s prolonged
use may lead to blindness due to cata-
ract, glaucoma ar fungal infection. The
State government forwarded the zoc-
ommendations to the State Drugs Con-
troller, who in turn, instead of acling
under the provisions of the law, . for-
warded it to the Drugs Controller of
India. The Central Drugs Controlier re-
turned it to the State Drugs Contrgier,
agreeing with the recommendation} of
the Committee. The State Drugs Con-
troller still did not act. Even the repoit of
the Committee was not made publt.

A writ petition was then filed in the High
Court on 20th January 1989. Horgble
Mr. Justice Mahendra Bhushan Sharma
and MY. Justice 1.S. Israni directed the
Drugs Controller of Rajasthan to engyure
the printing of the necessarywammu on
all steroid-containing eyr preparatins.
Their lordships quoted extensuvely the
specific rules under which the Siate
Drugs Controller had the power to im-
plement the provisions so as to ailay
any impression to the contrary.

Though a number of steroid preg. .ra-
tions now ~arrya waraing, many ¢ tt,l do
not. Despite a large number of ca.;es
broughtto his notice, no public warmng

was Issued by the Drugs Controller
against the prolonged use of steroid-
containing eye drops. Partially imple-
mented, the court order has not been
followed in true spirit.

Banned and bannable drugs

According to a writ petition filed under
the Drugs and Cosmetics Act, the deci-
sions of the Drugs Consultative Com-
mittee and the Drugs Technical Advi-
sory Board, the highest technical bod-
ies under the Act, once accepted ‘and
communicated by the government, are
binding on all health authorities and
government doctors. A drug that has
been declared harmful or irrational by
the technical bodies cannot be pur-
chased or prescribed by any govern-
ment authority. This Is irrespective of
the fact that government orders prohib-
iting manufacture and sale of the drug
might have been stayed by a court. Pro-
hibiting the manufacture and sale of a
drug and directing all government
doctors not to prescribe a drug found
to be harmful are two different conse-
quencegthat flow from the decisions of
the two technical bodieé. 3

Aninteresting observation made by the
court during the hearing was that a stay
order by one High Court is not automati-
cally binding on the other High court.
Evidence of banned drugs still being
purchased, prescribed and reimbursed
by health authorities was produced
before the court. The case is still pend-
ing before it.

Atomic Energy Act, 1962

The Atomic Energy Regulation Board
constituted by the Central Government
under the provisions of the Act have
codified the mandatory safety provi-
sions for diagnostic x-ray units. The
safely code details the mandatory
measures necessary to prevent unnec-
essary exposure to radiation. Yet no

state governmert machinery exists to
ensure that these safety provisions are
followed. The resuit : no x-ray units foi-
low them. With commercialisation of
diagnostic x-rays and their rapid prolif-
eration, there is grave danger to the
population. After having written to all
authorities bringiing to their notice the
mandatory provisions and having failed
to persuade therm tofuffill their responsi-
bilities under the Act, a writ petition has
been filed in the High Court with notices
issued to‘the central and concerned
State governmert.

The Indian Medical Council Act and
the Medical Degrees Act

Provisions of these two Acts have been
invoked to prevent advertisements and
unethical practices, professional mis-
conductand the use of unrecognised or
fake degrees by doctors. The State
Medical Council must be made to do its
duty to regulate and supervise the pro-
fessional conduct of the doctors regis-
tered with it and to ensure ethical stan-
dards of medical practice.

The Insecticides Act.

The provisions of this Act have been
invoked to preverz the availability of the
deadly pesticide, zluminium phosphide,
in the open mark=t. Numerous articles
have been written to bringtolighta large
number of deaths that result every year
from aluminium phosphide. All the con-
cerned authorities have been warned.
Questions have been raised and an-
swered in parliament. Though there are
widespread assertions on the illegality
of open market sale of aluminium
phosphide, nothing has been done to
prevent it. A writ petition, it is felt, should
now be filed to prevent thousands of
deaths due to this deadly pesticide. 4

--DrS5.G. Kabraisa Progessor of Anatomy, a trained
surgeon, a medical jourmalist who has also done law
and written extensively o medical - legal issues.
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CONCEPT OF ESSENTIAL DRUGS

*
Confusion abounds in the minds of the consumers, health personnel and policy
makers as regards drug demands and wants created by market forces as opposed
to genuine drug needs.

The concept of essential drugs aims at providing much needed help in this
selection process and in the way out of the 'pill jungle’. There is an urgent

"need for a clear understanding for what is meant by rational, essential and
priority drugs.

The WHO Expert Committee on Essent al Drugs attempted to provide guidelines

to member countries to help them draw up a list of essential drugs:

"It is clear that for the optimal use of limited financial resources
the available drugs must be restricted to those proven to be therapeuti-
cally effective, to have acceptable safety and to satisfy the health
needs of the population. The selected drugs are here called 'essential’

drugs, indicating that they are of the utmost importance, and are

basic, indispensable and necessary for the health needs of the population".

"Drugs included in such a list would differ from country to country
depending on many conditions, such as the pattern of prevalent diseases,
the type of health personnel available, financial resources and genetic,

demographic and environmental factors". (See Annexure 3.1).

It is evident, therefore, that the key elements in the concept of essential drugs

are that, that they be

RATIONAL
- SCIENTIFICALLY PROVEN
- THERAPEUTICALLY EFFECTIVE
- ECONOMICAL and
- SOCIALLY ACCEPTABLE
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Drugs have a definite role in health care. They are meant to help people and
not to serve economic interest.

According to Health Action Internation (HAI) an international pressure group

ad working towards rational drug policies and rational drug use, all drugs must:
~ed :
1. MEET REAL MEDICAL NEED
This means that their use is likely to improve the quality or extent
his .
' of medical care.
2nt
ind .
2. HAVE SIGNIFICANT THERAPEUTIC VALUE
This means that they must do what is claimed for them, and that
b patients will benefit from that.
3. BE ACCEPTABLY SAFE
s This means that their likely benefits must far outweigh risks.
uti-
alth 4. OFFER SATISFACTORY VALUE FOR MONEY
tial’ This favours the introduction and use of drugs which work as wel
are as other inedicines, but cost less.
ion''.
AIDAN reiterates the above and it feels that the Selection of Drugs from
iy amongst the different therapeutic categories should be based on
ases,
etic, MEDICO SOCIAL JUSTIFICATION:
it should keep in mind -
drugs

- THERAPEUTIC EFFICACY
= SAFETY )
- COST OF TOTAL COURSE OF DRUG TREATMENT NOT MERELY

UNIT COST OF A DRUG

- EASE OF ADMINISTRATION

- LIMITED POTENTIAL FOR MISUSE
- INDIGENOUS PRODUCTION

< EASE OF TRANSPORT. STORAGE
- LONG SHELF LIFE
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ESSENTIAL DRUGS RELATED DEFINITIONS

In drawing up the essential drug programme, it will be helpful to bear in mind
the following concepts :

RATIONAL DRUGS are those drugs which are accepted
world-wide and included in the standard
text books of medicine and pharmacology.

ESSENTIAL DRUGS are those selected by each country
according to health needs to its people.
The 'Criteria of selection of essential
drugs' suggested by WHO have been
accepted by over 80 countries. In
addition to these criteria, Norway
has based the selection of essential
drugs on "efficacy", "safety" and
"medical need". This medical need
clause precludes the registration
of any new drug which is not "more
effective” than one that is already
in use, and which is not safer and
cheaper than drugs currently used.

PRIORITY DRUG LIST are drawn from among the essential
drug list to give priority to drug
production, distribution and availahlity
for use in diseases having

- greater mortality (death)

- greater morbidity (illness)

- severe sequelae (after effects)
- communicability (T.B,Leprosy)

and for use in national programme
such as T.B. and Malaria eradication,
Blindness control, Goitre control,
Immunization, etc.

GRADED ESSENTIAL DRUG LIST drugs are needed for different levels
of health personnel and health institut-
ions. Bangladesh prepared such a

graded list of essential drugs which
indicated 12 drugs for use at village
level; an additional 33 drugs for use
at "thana" level; and 105 drugs for
restricted and specialized use. (See
Annexure 3.3).
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ADVANTAGES OF THE CONCEPT OF ESSENTIAL DRUGS

Preparing a rational list of essential/restricted drugs has several

advantages; medical, economic, social and administrative.

MEDICAL ADVANTAGES

It is medically, therapeutically and scientifically sound, and it ensures

ratonal use of drugs.

It limits the use of iriational and hazardous drﬁgs and decreases the

risks of iatrogenesis.

It improves the possibility of monitoring adverse drug reactions in patients.

ECONOMIC ADVANTAGES

It is economically beneficial to the nation because it prevents wastage
of scarce resources on non-essentials.

The economies of scale achieved in the larger production of prioeity
drugs brings down their prices.

It curtails the aggressive marketing of non-essential formulations.
It is economically beneficial to the patient because it prevents wastage

on irrational and non-essentials.

SOCIAL ADVANTAGES

It responds to the real health needs of the people.

It facilitates the dissemination of correct information about the drugs

to health personnel, medical practitioners and consumers in general.

It makes it imperative to draw up priorities to meet the most urgent

needs of the people for essential health care.

ADMINISTRATIVE ADVANTAGES

It is organizationally sound because it makes quality control easier because

of the limited number of drugs to be monitored.
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It facilitates the streamlining of production, Starage and  distribution
of drugs, because of the smaller number of drugs involved.

It helps in the clean identification of the drugs.

It facilitates the fixing of prices as well as the revision/withdrawal of

excise duties, sales tax etc.

W33 3 %
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RATIONAL DRUG USE

Drugs are the jjallmark of Modern Medicine. The 'healing
professions' throughout the ages have always used 'natural!
or 'synthetic' products for their medicinal value, to
treat various gommon ailments of people., Drugs, however,
have never in ihe past dominated the medical scene as

they have done in the second half of this century. Today,
the 'pill for gvery ill' culture is well established. It
has ensured that we are probably the most 'drugged
generatior® of all times. Not a very healthy thought!

Throughout the centuries, philosophers, social activists and
concerned doctyrs have warned against the dangers and
problems of overuse or misuse of drugs by doctors and the
people. :

The Indian Situation

The Indian Coupcil of Medical Research and the Indian
Council of Socjal Sciences Research set up a joint study
group to study the health situation in India and evolve
an alternative strategy for our commitment to 'Health for
All by 2000 AD!. This high powered expert committee had
some very inteyesting things to say about the present
situation of drugs and prescribing practices, in their
Report publishgd in 1981.(1)

"One ot the most distressing aspects of the present health
situation in ipdia is the habit of doctors to over prescribe
glamorous and gostly drugs with limited medical potential,

It is also untortunate that the drug producers always try
to push doctors into using their products by all means - fair
or foul. Thesg basic tacts are more responsible for

distortions in drug production and consumption than anything
else." ' ,

Irrational Drug Use - Some dimensions

To understand the principles of Rational Urug Use, one needs to
first identity” and appreciate the elements of irrationality in
the present situation. A spate of reports appearing in our
newspapers and periodicals high-light these elements, Of all
of them, howevegr, the report of the recent 'Lentin Commission'
and its shockipg findings are the most telling.

'Irrationality an drug use arises out of three sets of factors:

A. Irrationality in drug production, marketing and
availability.

B, Irrational;ty in prescribing practices of doctors and
health workers,

=Gy Irrational;ty in drug use by the consumber public.,

All these takep together result in the situation we find
ourselves today.
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A, Irrationalijy in drug 'production, marketing and availability.
* Industrial Po;icy

Drug policy corjinues to be part of the industrial policy and
not part of the-health policy. Industrial growth and profit
margins determipe the policy and not health needs of the
people. .

* Over abundance | 5

There is a pletuhora ot drugs produced in the country. The
Hathi Committee: recommended 116 as essential and the WHO
says 200 are negessary. At present there are over 70,000
formulations in the country. :

* Quality of drygs

Twenty percent ¢f the drugs available in.the country are
substandard and:spurious. Many are adulterated. Many are
old and being spld atter the ex;iry dates are over,

Turmeric powder ‘in tetracycline and poor quality intravenous
fluids have beei; reported. The substandard 'glycerol' in
J.J.Hospital highlighted by the Lentin report is another
example, >

* Unwanted drugsg
The formulationy available include the following:

i. Banned drugs: Drugs which have been banned in many
countries sych as Lomotil and Clioquinol.

id. Irfational ¢ombinations:

Formulationg which .have combinations that are antagonistic
or irrational. The Hathi Cdmmitteg had suggested weeding
out of atleyst 23 such groups of preparations. These were
finally banped by a gazette notification in July 1983 but
continue tohe available. :

1ii. Hazardous ¢r Bannable drugs: Hazardous drugs which should
not be avajlable without preséription or adequate medical
supervision. Preparations containing analgin, oxyphenbuta-
zone and cortico-steroids are the commonest examples
(Refer A tg Z of Drug use - page 31) .

iv. Drugs promoted for indications that are not clinically
proven or are potentially dangerous, eg., promotion of
EP Forte compbinations for pregnancy testing and induction
of abortion’even when there is well documented evidence
that risk ot foetal deformity is increased by the use of
these prepaxations. (now banned since 1988 June 30)

V. Costly Drugs: Drugs which are inflated in cost by
inclusion of costly, additional, often unnecessary ingredients
or by cosmetic embellishments in manufacture and packaging.
Tonics and high protein foods especially baby fodds are
good examplgs.



* Wrong Priorjties

There is over-production of unimportant drugs or drugs for
the rich while drugs for some common health problems are in
short supply. 7Tonics, vitamins, horomne preparations and
high protein supstitutes are being produced in wastefu;/
abundance while drugs for leprosy and tuberculosis (twod
major public health problems): are produced at one third and
one fourth of agtual requirements., Similarly Vitamin A and
many vaccines uggently required for child care programmes
are frequently in short supply.

* Oyer-the-counter sales

Sale of drugs over-the-counter without doctor's prescriptions
or the necessary statutory checks are not at all uncommon.
This results frpom :nadequate drug legislation and even more
inadequate druq controls. Over-the-counter unauthorised sales
of prescription drugs which now-a-days do not even have the
precautionary pgoduct intormation make the situation even more !
hazardous. :

* Escalating Pr&ges

Price control policies have been both inadequate and inetfective
and hence the cost of drugs has been constantly escalating.

With liberalization policies ot the present government this 1s
bound to increase further. The purchasing power of majority of
our patients is. limited. With increasing prices, patients are
forced to buy ¢nly part of a prescription or go in for sub-
standard alternatives promoted by the drug shops.

B. Irrational Urug Prescribing

' Doctors, nurses and health workers often prescribe or administer
drugs irrationally. The types of irrational drug prescribing
has been classified as follows: (4)

Type of irratiopal drug use Occurs if a drug is prescribed
: when:
1. Extravagant prescribing A less expensive drug would provide

comparable efticacy and safety

Symptomatic treatment of mild
conditions divert funds from
treating serious illness

A brand name is used where less
expensive equivalents are available.

2, Overprescribing The drug is not needed |
. The dose is too large
The treatment period is too long

The quantity dispensed is too
great for the current course of !
treatment
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Type of irraiional drug use '~ Occurs tf:a drug is prescribea
' : when:

3. Incorrect prescribing The drug is given tor an incorrect
diagnosis
The wrong drug is selected for
the indication s
The prescription is prepared
improperly

Adjustments are not made for
co-existing medical, genetic,
environmental or other factorse

4, Multiple jrescribing Two or more medications are used
when one or two would achieve
virtually the same effect,

Several related conditions are
treated when treatment of the
primary condition will improve
for cure the other conditions.

5¢ Under prescribing Needed medications are not
! i . prescribed

Doséée is inadequate
Length of treatment is too brief.

There are many background factors which lead to such prescribing
practices.,

a, Inadequatu training

Doctors, nuraes, pharmacists and health workers may be inadequately
trained in the use of drugs. The training may- be theoretical and
not geared tu the practice of prescribing in the real life situa-
tion. Technical minutiae may be stressed at the cost of informa-
tion on cost, social context and hazard.

b Inadequat., continuing education

The doctor, pharmacist, nurse or health workers in field practice
are inadequately supported by a process of continuing education
by their professional associations and training institutions.
Once graduatjon is over, there is little opportunity to refresh
one's knowledge of drugs and medical matters through unbiased
sources of iunformation.

c. Unethical medical advertising

Medical adveytising of drugs has been more often than not,

found to be full of unproven claims of efficacy. In addition,
promotional literature all over the world by the same company

for the same:drug has been found to be vastly different. Facts
are withheld or modified. Statistics are used in a biased manner.
Drug company sponsored misinformation is not uncommén,
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d, Prescribii,g for prestige/power

Doctors especially often prescribe extravagantly as a sign of
‘prestige' and 'power'. In India people often consider a good
doctor to be one who gives a long, costly prescription, in
keeping with his list of degrees. Many doctors succumb.to
this cultural status symbol. A vicious cycle is maintained
thereby.

e, Busy outggtients

/

Many of our institutions are understaffed especially those
run by the ggvernment. The queues at the out-patient clinic
are long and tnere is a heavy rush. Lack of time to make a
good clinica) judgement often results in an irrational
prescription including drugs for all eventualities,

f. Inducements by medical companies

" Misintormation is not the only method by which doctors are made
to prescribe irrationally by medical companies. Sales promotion
includes a hyst of practices.such as unethical trade discounts,
bribes, gifts, sponsorship for conferences and travel. The
commercial proposition induces many doctors to prescribe
unethically,

g. Unauthorised prescribing

Health workers and practitioners of other non-allopathis systems
of medicine &re often by virtue of their training unauthorised
to prescribe a2ll the drugs in the medical armamentarium. Health
workers may he trained to prescribe only a few drugs. Too often
they get 2 larger number of arugs and dispense them to get the
community's approval and get greater prestige., Many traditional
medicine practitioners, dispense allopathic drugs with little
background training or knowledge,

he Drugs as & substitute for caring

Drugs have become a symbol of the new medical culture, where
treatment is primarily drug oriented and all other aspects of
'caring' and pursing of the patient are relegated to the back
ground. Wher, simple home remedies like hot water gargles and
nursing procedures can provide reliet to many symptoms of the
patients, doctors preter t6 prescribe symptomatic drugs
instead, thus increasing drug consumption irrationally.

i. Druqg use Ei Consumer Public-irrational dimensions

i. Self-meaication.

Medicatiorn by patients themselves is not an uncommon problem,
Either they are too poor to consult doctors or because of the
easy availability of urugs they medicate themselves, encouragec
by the pharmacists, advertisements, peer group information or
advice of family members. A survey conducted by the National
Institute of Nutrition in the twin cities of Hyderabad and
Secunderabad covering 10 percent of the 330 retail Pharmaceuti-
cal shops showed that self-medication rate was an alarming

46 percent,



ii, Use of Qnutilized drugs.

It is a very common habit among the consumer public to take
a medicine, not as the doctor has directed by just enough to
feel better, This is often the case with antibiotics and
particularly tor children. Unused medicine is kept in the
home pharmacy and given to one or other of the children or
family memper who gets the same symptoms, next. Unused or
unutilized portion of prescribed medicine is often kept
beyond explry date. If proper storage precautions are not
taken, it pay also get denatured. Use of such medicines

is a major cause of untoward reactions. .

e 1 & B Inadéquate labelling or storage of medicine.

Medicines prescribhd by doctors are often inadequately
labelled Ly the dispensing ‘pharmacist. Storage instructions
are not very clearly explained to the patient., The medicine
cupboard is often a source of irrational drug use., Children
may ..ave gccess to it and this may lead to accidential
poisoning,

ive Peer yroup exchange

Consumers of drugs often advise relatives, friends and
neighbours about the benefits a particular prescribed drug
has given them. They are advised to take these drugs for
what is thought to be a similar complaint or disease. This
peer group exchange is often the cause of much irrational
drug use by the lay public,

Vo Statuy symbol drugs

Capsules, injections and tonics have become status symbol
drugs. lhey are thought to be more effective and also
being cogtilier are considered to be of greater prestige
value. Patients often demand or pressurise their doctors
to prescribe one or more of these and doctors often comply
with the request to retain the patient and family in their
practice,

vi. Multiple consultations

Patients often go to many doctors seeking quick relief of
their syimptoms. The doctors are not often aware that
consultation with them is one of many such concurrent
events.’ Generalists and Specialists may both be consulted,
Practitjoners of different systems may be consulted
simultayeously. Different medicines given by different
doctors”are then consumed with the hope of getting relief.
When relief does occur it is not easy to decide which
medicine brought it about,

Multiple prescriptions then become a way of life when
symptoms recur. Many drugs may potentiate one another.
Others way work at cross purposes, +“hen the consultation
1s of plural systems the contusion is worse, '
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vii. Inadgquate Consumer Awareness

Probably yne of the key factors for irrational drug use by
consumers®is the absence of awareness of drug use, misuse
and the effects of Overuse. Consumer education is next to

absent in 'India., Due to loopholes in the existing laws,

medical products, The media, the medical profession, the
educational system and the social welfare agencies
concentraie on the misuse of pPsychotropic substances and
drug abusg, Misuse, overdse or dbuse of commonly
prescribed drugs is not considered to be an-adequately
serious problem for consumer education. The problem is
further compounded by a large illiterate population and
the need of such efforts to be in multiple languages when
they do get organized,

Rational Drug tJse

* Means practice of socially conscious, relevant and
scientifically. sound medicine,

* Emphasises the selective use of arugs based on

- Essentialjty

- Efficacy

- Safety

- Easy avajlability

- low cost

- Ease of administration

- Adequate guality

- Preterably ot indigenous production

* Recognises the concept of essential drugs and the concept of
graded lists fyr dirterent levels of health personnel,

* Recognises te non-role of drugs in certain conaitions and the
role of alterngtive systems of medicine in some other conditions,

* Accepts a COonsclous decision not to use certain drugs which are
hazardous or bunnable or banned and use all others only when they

* Mezans prescription with dwareness, to avoid as far as possible
iatrogenesis which includes

- CGrug induced problems,

- drug interac;ions,

- adverse drug reactions and
= emerging druy resistance.

* Recognises t;,e rights of health personnel and consumers to
unbizsed drug jnformation and its effective communication,

Drugs have alluyed pain and suffering over tﬁe centuries. They

hgve helped majy live more comfortable, productive and meaningful

medical service.



And it will only be if 3

The public; : 3 8 i
Governments; \

drug industries;
planners;

health professiopals;
medical colleges;
pharmacy college;;
nursing colleges;
drug controllers~ . /
pharmacists; i 1 r
journalists and @edla persons' =

and s
teachers and eduuators-

Commit themselvq; to promoting a Rational Drug Use.
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YO, JNTARY HEALTH ASSOCIATION OF KARNATAKA
"RATIONAL DRUG THERAPY"

What is Ratio;al Drug Therapy?

Rational Drug Iherapy is the art and science of prescribing the
best suited dipgs to individuals who ‘need them, net to those

who merely WFUt them.

The Drugs useu will be

* Efficient

* Safe (wWith low incidence of side effects)

% Low Cost

* Easy to administer

The person wh( prescribes will have knowledge, skill and concern
for the patient. Rational Drug Therapy requires firstly accurate
diagnosis.

Are a number yf tests necessary for accurate diagnosis?

No, not alwayy. Tests are time consuming. They also add to the
cost of treatmpent. Ordering many tests is a poor substitute

for accurate history taking and physical examination.

What prevents accurate diagnosis?

Situations liie an over crowded O.P.D. Accurate diagnosis is
only possible where doctors can spend enough time with the
patient,

In choosing a drug what are the points one should consider?

For most illn.sses use the cheaper preparations as the drug of
first choice.

Use more expecusive ones for those who do not respond to the
first drug or those who develop adverse reactions to it.

Consider all aspects together
Some times @& goor patient can afford only a less powerful drug.
In a lire thrcatening situation cost will not be the main
consideration;,

Remember these

Most potent d,uygs are not necessarily thc best,
The most -ratignal drug therapy in a given situation is not
always the idgal.
Wwhen do docto s become ,irrational in their use of drugs?

4
According to HHO there are 75 w&ys doct@rs misuse drugs. The
commonezt is overuse of drugs. They prescribey

* Too large yuantities

* For too long duration

*  Entirely ujnecessary drugs

* Too many dyugs at the same time for the same problems
What happens when patients overuse drugs?

The following are the results of overuse of drugs:

* Waste of drugs

* Wastaqe of money

* Incrcased chances of adverse reaction due to
toxicity anq drug interaction

* Confusion ii) the minds .of patient,

00102
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Why do some do‘Lors over prescribe? : el - otk R T

Doctors over p;escrlbe when they do not have enough time and ~
facilities tc ¢o a proper diagnosis, They try to make the‘
patients happy-by: over prescribing.

Sometimes docturs do not have enough knowledge of drugs ;hd their
prescribing prznc1ples due to lack of continuing education.

At other times it 'is the patients who ‘pressurize dostors into
overprescribing, ° Because many patients believe that a good
doctor gives heavy prescrlptlons. g Yoo

Very often advertnetnq ahd sales promotlon technlques used by
the drug companies influence the doctors. They often receive
incomplete infgrmation and excessive amount of samples.

By prescribing a drug where none is needed doctors try to rttaln
the paiient's &pod will,

vSome doctors pr=scr1be the latest drugs just to. prove that
they are update,

Often tie ups e¢xist between local chemists, shops and doctors
Accordingly, dgctors advise-you to go to a partlcular chemlst
or prescribe a- partlcular ‘product more often. E

Are there tlme; when doctors also underprescribe drugs?

Yes, Doctors s¢metimes do fail to prescribe suff1c1ent of the
right kind of gpgadicines. This is because:

* The medicinee are too costly for.the patient
* The doctors Qo not have enough information on the drugs
* Non-availability of drugs (Anti T.B.,Leprosy drugs)

Drugs are being rapidly added. Medical 1nformat10n therefore
is radically- changed every: ten years, i

From where do the doctors get their information on drugs?

As WHO says "Dlug advertising and contacts with representatives
of pharmaceutigal firms are often the main sources of information
for a phy51olaq on drugs and some time the only ones. Such
information is "always influenced by commercial interest. The
basic theme of promotlonal material is that a drug will provide
the answer. to & distressing clinical problem. Little attention
is given in aiding the ghy5101an %o use his clinical judgement.
-Unfavourable aspects an compllca ions off such treatment rarely
receive sufficignt attention®

In developed countrles, there is one drug representative. for
every 30 doctoxe and in developing countries eg.Tanzania, one
for every 4 doctors. No wonder most of the profits made by
drug companies ‘is from third world countries. According to
Tom Heller in Ppor Health, Rich Profits some of the multina-
tionals have beun comfortably overpricing their products
anywhere 20% to 6C00%.

Drug companies «lso try to influence the doctors through gifts,
calendars and puisters. They usually fund medical conventions,
dinnexs and so pn. .

Do you mean to vay that doctors do not recelve impartial infor-
mation on dxr ugs“ :

‘)
Yes unfortunately there has been no organised attempt to give
doctors impartial information. Any information on drugs become
all the more dlfflcult to get in rural areas.

- Information on drugs is certainly available in the pharmaco—
logical text books However, brand names of these drugs and
the comparative impartial analysis of the brand named drugs
are not anllablt to the prescriber.
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What about the tjaining the doctors receive? Does it not

help doctors to pake the right choice of drugs?

Unfortunately megical training does not train the future
physician to judge a preparation critically. Encyclopaedic
knowledge of pharmacology does NOT include rational .drug
therapy (where c¢st-is an important criterion) 7

NOR does it inclyde conscious "immunization against the‘half
truths of persuasjive industrial advertising”. . Vs

NOR does it give Jue importance to non drug therdpies, and is
not open to othey simple and effective form of therapy.

There are 30,000 prand or trade named drugs in India, many of
them a-e "me too' drugs i.e. being very similar to the ones
they are supposed to have replaced. Many are combination drugs.
The various doses of the drugs combined are very different from
recommended doses in the pharmacology books and therefore very
irrational. Singe most doctors do not have time to open the -

pharmacology books, they accept what the drug representative or
the accompanying’literature has to say about the drugs. Even

information regayding the combination drugs banned by the
Government is not known to many.

What steps are nyeded to rationalise the use of drugs in the
Market? { .

Initially the following three steps need to be taken.

1. Elimination ot imitative drugs for which adequate therapies
already exist in the market which are cheap as well as
effective.

2. Elimination o, ineffective drugs-those having irratjional
combinations and drugs of unproven efficacy.

3. Elimination ot drugs for which the toxic effects are un-
acceptably high and the use of which needs to be more
severely limi%ed than is actually the case,

Such an approach called J ratiobalﬁZed rather than an essential
drug list allocates different priorities to différent kinds of
drugs based on therapeutic need, efficacy, cost and available
resources., The (rugs easily obtainable within the country
should be groupeq¢ into three categories according to priority.

What are these three categories?

1. First line main drugs needed by primary health care units
of the country, These products would be relevant to the
diseases of wide prevalence and would include pharmaceutical
care. Such drugs should number 50 to 60 and meet 80 to 90%
of the total hkealth needs of the developing country.

2. Second line drugs would be available at district and regional
hospitals and would be needed for cases not responding to
fiist line drugs, or that are_so severe that second line drugs
should be usea immediately. They would also be needed for
less prevalent conditions. This list may be longer than the
first but quantities needed would be much less.

3. Finally the third line drugs would be available only for
specialised teytiary care., What is meant by basic drugs
.refers to first line drugs while all the drugs taken
together may he called the rationalised list of drugs.

..0..4
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How do patiei,ts use their drugs?

A WHO workin¢ group report on Rational Drug Therapy, 1975,
lists followipg reasons for patients failing to take drugs

properly: T
* Failure to pbrain prescribed drugs

* Failure to take prescribed drugs sufficiently,//
long or at all " - gL

¥ Failure to follow physician's instructions
* Seeking tre¢atment from more than one doctor

2

* Self medicajion with potent drugs
What can a dgytor do in such situations?

The prescriber needs to keep in mind the drug-taking bse-
haviour of th¢ population; their attitude towards
prescription of drugs; their simplicity; illiteracy and
gullibility to believe anything the doctor says.

The doctors i,) turn has by force of habit come to believe
everything thg smooth taking drug representatives and drug
firms claim, This too is iirational. Merely writing a
prescription ,:ven if it is medically sound is not rational
drug therapy.” The doctat’s 1éespunsibility does not end
there. The patient has to be given clear instructions and
explanations as required. The patient needs motivation,
reassurance apd follow up if need be. The role of non drug
therapies als. needs to be learnt by the doctor, and theinr
use conveyed to the people. The doctor's role is of an
educator and 1iberatorﬁ The doctor needs to liberate the
patient from gdrugs- and“*disease:amd not epcourage slavish
dependency on_either the drugs or the doctor. * -

SOURCE  : "HUALTH FCR' THE MILLIONS"

gpril - June 1981.
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MYy IDEA OF A BETTER ORDERED
WORLD IS ONE IN WHICH MEDICAL
'DISCOVERIES WOULD BE FREE OF - y
PATENTS AND THERE WOULD BE NO
" PROFITEERING FROM LIFE OR DEATH".
! 7

- Indira Gandhi
at World Health Assembly (1981)

The pioneer. in establishing. the drug industry in the country
were P.C.Ray and T.K.Gujjar. At the time of Independence,
the total pf,armaceuticals sale was Rs,10 crore. ‘

Over the yeyrs, the multinationals have gained strong roots
in the Indian Drug Industry and repatriate huge amounts out
of this couptry. On the ‘whole, the contribution of these
drug manufag¢turing units towards producing life--saving and
essential dgugs has been very little. The Indian drug
industry flpods the market with about 70,000 formulations,
yet 40,000 g¢hildren go blind every year because of

Vitamin A Deficiency. ‘ _

Most of druys produced arve unesscntial and many of them
have been binned in developed countries.

Unlike othe, commodities in the market for which the market
is open and’ common ‘fthrough tfe mass media, the drug companies®
main concer) are doclors, wholesaler't and petail chemists.

It is obvious that the drug, companies use high pressure
marketing techniques, and thus non-essential drugs are sold.
An analysis shows that 52 multinationals in 1978=79 spent
only Rs.1.56 crore on Tesearch, Dut Rs.15.34 crore was spent

for marketing. A T
for marxetind. |

Though the drug companies approach the doctors through
medical repyescntatives, they extensively advertise in
professiona} medical journals also.: . >

The Indian Council of Medical Research and the Indian
Council of Yocial Sciences Research set up a jpint study
group to study the health situation in India and in the
report have rightly said, “Eternal vigilance is required
to ensure that the health care system does not get
medicalised, that the doctor-drug producer axis does not
exploit the people and that the abundance of drugs does
not become g vested interest in ill-health".

Regarding ipe drug-pushing strategy of .drug cempanies,
the ICMR arng ICSSR study states. "It is unfortunate
that the duug producers always try to push doctors
into using.their products by all means - fair or foul.
These basic facts are more responsible for-distortions

in drug prgduction and consumption than anythihg else?.

After having known about banned drugs, bannable drugs,
unessential’ drugs and the promotional techniques of,
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dray cerg2n:0, lel us see what our diny pualiay hiae 4 wflea,

- -

Theﬂfollnw;ﬁg opservations are worth noting.

7. Tne druy policy oﬁ nur country is prepared by the Ministry
nf Petrojeum and “hemicals, and the Health Ministry is in
no wey livolvec. Ve

2. The poli,y announced as on Januar§~3, 1986,<did make a
brief meytion about banning of drugs. But- no thought had
been giugn t» the loopholes in the ban orders.

3. No attemit has been made by the policy about zbolition of
brand nages and introducing generic names.

4, No attempt was made to make a list of essential drugs;'

5. The 198&.drug policy increases the cost of essential drugs,
The incrgase in price is even one hundred pere=>nt for some

products’

6+ The polily encnurages more formulations by delicensing
certein grugs and also its formulations, '

7. The drug policy makes no menkion aboul restrictions that ardcd
to be pu{ on the }‘l'(‘ln-",iﬂd"’»] l“.'lf'rl‘l'in]. of dl‘llu Connp st oo

Ln, shors; Tiye drug!ﬁ‘]idY is mfre A pricing policy than making
it a people!s policy. i i ) i
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A comniltee set up under the onidance ot Jaisukhlal Hathi made
certain usé;ul recomnendalions. Nene >f these has been fully

impiem=nted, 1ne following are the highlights of the recommen-

dations.

1. All multjnational companies should be nationalised.

2. Generic npames should be used, instead of using trade names,
brand naues. ,

3. Producti.n of single drugs.

Eliminatjon of irrational drug combinatians

indian National Formulory must be revised in order to keep
the medjcal profession will informed.

6. Nistribulion of drugs being an important factor, a National
Drug Autpority of India (NDA) should be set up.

, A list ¢ 117 essential drugs were drawn up by the committee.

8. The Indjén sector of drug industry should be helped to
obtain @g%f—sufficiency.

Former jud¢e of the Supreme Courpt Justice Krishna Iyer is on

record a3 stating. "Government is allergic to the Hathi

committee Zeport and dithers, delays, shies and even retreats,

allowing the hefty drug industrialists to hold to ranswm i

people's hgalth. Pharmaceutical imperialism practised by

covert ana-overt disinformation, trade terrorism and brain-

washad proyessionalism is a menace to a patriotic drug policy”,.
1

In the corzext of the entire drug issue, a lesson has to be

learnt froiy a small neighbour, Bangladesh. In fact, the country

took up thy entire idea of a drug policy from the Hathi committee.

The Indian drug industry should cease to exisf as a profit -
maliing ‘ndystry and the concern should be for health of the
pecple. Dyrugs have a role to play in the health care svstem

-
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Perhaps the h;ggest reason far overuse of medicines, however,
is that docoturs and health workers often find it easier to
hand out medigine than to give the time and personal /

attention thaL people need.

About 4 eut o; 5 illnesses are self limiting.. This means
people get weil whether they take medicine or-not. Most
health proble@s can be better managed without medication.
Nhat often wiil help people most is friendly adivee and

understanding support.

However, many Joctors and health workers get into the habit
of giving eveiyone medicine for any and every problem they
have. The less curable the problem, the more medicines
they give.

At the same tnme, people have come to e%bect medicine

every time they visit a doctor or health worker. They like
to believe that "there is a medicine for everything". They
are disappointgd if the doclor or health worker does not
give them any, even when medicines will do no good and the

health worker ¢arefully explains why.

So a 'Vicious ©ircle' results in which the doctor always
gives medicine'because the 'patient' always expects

(or demands) ii, because the .doctor -always gives it. The
prescribing of a medicine becomes both the symbol and the
substitute for human caring. This problem especially

common in plac:s where doctors nurses, and health workeis
are over worked. The result is not only a costly overuse of

medicine, but a failure to meet human needs on human terms.

- Helping Health Workers Learn
David Werner and Bill Bower.
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"The phy5101an who sets about to treat a dlsease w1thout
knowing anythi,g about it is to be punished even if he is
a qualified ph;sician; if he does not give proper treatment,
he is to be pupished more severely, and if by his treatment
the vital funcliions of the patient are impaired, he must be

punished most geverely".

- Koutilya Arthashastra.
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