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Remarks

Before an éxtension of the trial . be agreed the
initial resulte should be submitted for consideration.

in Committiee

On the evidence bef themw the Committee advise the
issue of a clinic: trial certificate for this

indicated in the

e excluded from the studiess

itment is not continued for longer than
3 weeks

blood cortisol estimatic
on each patient at O
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CT/0012/0080 Trials

May

g Sub=Committee recommend
cal trials of this preparation be extended

19,583 EP Capsules 1 of childebearing age, provided that

(NO“quﬂ”ﬁ4fﬁ they are advised to avoid hsﬁomin* rrCGnant, and provided
Anti-inf] hat careful monitoring for gastro-intestinal. bleedir
4 L =4 ; - - . -~ -

tee further recommend that pregnant women
e excluded from the trials.

xin Committee
On the evi before them the Committee advise that the
clinical trials of this preparation be extended to include
women of childw-bearing age, provided that they are advised
to avoid becoming pregnant, and provided that careful
monitoring for gastro-intestinal bleeding is undertaken.

The Committee further recommend that pregnant women should

£till be excluded from the trials.
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On the nce be e them the Sub=C ] Y
that the clis al trials ofrthi PE :ion be extended
M&DB TSQ}JJ psules as requested : e application, including administrztion

they are

}]I‘(‘[;?‘I()‘lt viomen are

to avoid becoming pregnant

2gnant vom are excluded from the
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CT/0018/0037 Sub~Committee on Toxicity
3 el

\ 2 , On the ev S > them the Sub-Committee recommend the
Parke, Davis & Co ! . el
1unvﬂ of Linica rial certificate, provided that the
o Lt - 5 A £ = - 6 B .
e 1 SO S 16 Lmit study of 30 in-patients at
Ci-502% Na Capsules X _ ST 3 % : o
A centre ogJy i X 1““L0d of up to 4 weeks treatment, with

monitoring of renal function and bleood losse.
(Anti-inflammatory)

) A= oyl
Remarks
SERALAD

Before consideration could be given t{c an extension of the
trizl the results of all studi es in progress in animals and
man would be required.

Subject to the Sub»Ccmnitiee on Chemistry and Pharmacy being
sat:s)lad zad il idence before them the Committee
edvise the issue of a rl*uloal trial certificate, provided
that the trial is initially limited to a study of %0 in-patients
at one centre-only, for a period of up to 4 weeks treatment,
with monitoring of blood loss and possible nephrotcoxicitye
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C1/0286/0041 Sub~Committee on
Pharmaceuticals Ltd On the evidence
the issue of
preparation
applic:

clinicael trial

ition for the purpos
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CcT/0286/0042 Sub-Committee on Toxicity end Clinical Trials

Syntex Pharmaceuticals Ltd the evidence before them the Sub-Committee are unable

the issue of a clinical trial certificate
fnapolon 5 Tablets his preparation for the purposes indicated in the
application because of its carcinogenic potential and

(inabolic Steroid) )
TR bepatotoxicitye

Main Conmittee

evidence before them the Committee concluded
provisionally that on the ground of safety they would
be unable to advise the issue of a clinical trial
£3.f te for this preparation for the puryoses
atec ion because of its lack of
by with regard to liver damagee

Accordingly it was agreed that action under Section 2
of the Medicines Act would b2 required.
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preparation

RS
epru

bn;;‘yl-j‘ them the Sub-=Co: ‘”‘;J‘Jtﬂ, recon
trial certificate for
Juﬂ\ra d in the applicatio:

attentic

CNS st

(February 1973)

the Sub-Cornmittee on Ch
and on the evidence before ‘
thn issue of a clinical trial certificate for

.

for the purposes indicated in the applic
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PL/0C15/00k4 Sub-Committee on Toxicity and Clinica
PL/0015/004%5

Recommendation

Boehringer Ingelheim Ltd AL g ]
‘ On the evidence before them the Sub-Commi

the grant of product licences for theee preparatio

for the purposes indicateda in the application.

(Anxdolytic)

Main Committee

Subject to the Sub-Committee on Chemistry and Pharmacy
being catisfied and on the evidence before them the
Conmittee advise the grant of product licences fer
these preparations for the purposes indicated in the
applications

The Committee also advise that thes oducts should be
regarded as new for the purpose of special directive
for the reporting of
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at a deci

t a
Hoechst Pharmaceuticals d for con jgnﬂu
submitted and clarif:
BL 191 Tablets

8L 121 Injection
(Vasce

that
tepiﬂnr:

has been

On the evidence bhefore them
the grant of product licences
the purposes ind ted in

the claims are limited to

Ren mw*.. “

'he other indications are rejected on the grounds
inadequate evidence of efficacy.

(February 1973)

the Sub=-Committee 1istry and Pharmacy being
and on the evidenc ef -hem the Committee

these preparations

1

indicated in the application,
e limited to peripheral vascular d
The Committes agree that the other indications shou
rejected on the ground of inadequate evidence

The Committee also advise that these products should be
regarded as new for the purposes of a special directive
for the reporting of adverse reactions.
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PL/0095/0010 Sub-Committee on Toxicity and Clinical Trials

(December 1972)

Cyanamid of Great Bri
Cn the eviden > fore em the Sub~Committee are
Parfenac Cream unable to recommend the gran f a product licence

{
\

Anti-inflemmatory Creanm (tAﬂ,*', '4 since there is inadequate evidence of

associated

Main Committee ecenmper 1972)

The Committee decided to refer this application
back to the Sub- Conw‘tss on Toxicity for review of
evidence on efficacy, in particular with regard to
additional infor mutl( on toxicity if it can be
cbtained,

Sub=Cammittee on Toxicitv and Clinical Trials

e ruirJ 197%)

On the evidence before them the Sub-fommittee recommend
the grant of a product licence for this n“PP.,dL‘Ou
for the purposes indicated in the application.

Main Committee (February 1973)

Subject to the Sub-Committee on Chemistry and Pharmacy
being satisfied and on the evidence before them the
Committee advise the grant of a product licence for
this preparation for the purposes indicated in the
applicatione.

The Cowmittce also advise that this product should he
regarded as new for the purpose of a special directive

for Lhe reporting of adverse reactions.
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PL/0O1: 025 S i on Toxi d Clinical T
= f - = m S R~

FL/O

1ittee recommend that a decision on these

should be deferred pending receipi of

is being absor

t
ith anti-hyper

a decision on these vroducts

be ded: P e oy
De Q¢ ) y 11Rg ) H

yle effects of the dru
the possible

ges in man

Pg
=]

(iii) an explanation for the high drop~-out level in the
clinical trial

(iv) the views of the Sub-Committee on Chemistry and Pharmacy
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F1L/0161/0012 nd Clinical Trials (Jenuary 1973)

On the r-viﬂf-:'.c ¢ e them the Sub-Committee recommend the
grant of a product licence for this preparation provided that
the 1nd1c ons are limited to defective scars and keloidse

Laboxratories Ltd

ecagsol Tablets
.y e Remarks
Healing Ament) B
Before consideration cculd be given to an extension to include
the other proposed indications, adequately controlled clinical

-

studies would be requirede.

ain Committee (January 1973)

On the evidence before them the Committee decided to refer this
spplication back to the Sub~Committee on Toxicity amd Clinical
Trials to review their recommendation in the light of the

views of the Sub-Committee on Chemistry and Pharmacy, in
varticular on the question of definition of the active
constituentse

and Clinical Trials (February 1973)

Cn the evihﬂrcs before them the Sub-Committee are uvnable to
recommend the grant of a product licence for this preparation
for the purposes WnbibAt°d in the application due to inadeguate
gvidence of efficacye.

J‘; me .“"rc

NS
P

The ‘-'-*b—Cor-uni"*e- would have no objection to an adequately
controlled clinicel trial being undertaken.

Main Committee

On the evidence before them the Committee concluded
provisionally that on the ground of efficacy they would be
unable to advise the grant of a product licence for this
pr@harﬁtjon for the purposes 1nu1gated in the application (
to inadequate evidence of efficacye.

Accordingly it was agreed that action uder Section 21(1
Medicines Act would be required in the course of which
should be %aken that the views of the Sub-Committee on
Chemistry and Pharmacy had yet to be received.

NOTE

The Cowm1+tvc agreed that subject to the Sub~Committee on
‘u.J and Pharmacy being satl‘fae‘, no objection would be
o an ﬁiequatoly controlled clinical trial being
A that a certificate might be issued without
fuytuer reference to the Committee.
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PL/0215/000%

Serological Products Lt

es

Kryobulin for this preparation for th purpose

(Blood Product)
ency of the product is ex
international units

the supvly of the

and haemophilia cent

f Sub~Committee recommend
grant of a product licence for this preparation for

urposes indicated in the

C{\," m 1

S e

tiee advise

preparation
a

icstion, provide

product is expressed

supply of the product is
haemophilia centres

mao

SA batch release procedure shall a

ttee also advice that this product should be
regarded as new for the purpose of a special directive

for the reporting of adverse reactions.
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PL/0247/0007 Sub-Committee on Toxicity and Clinical Trials

Burton, Parsons & Co Inc [l The Sub. itte mend 1t a decision on the

t be deferr pending receipt of expert
Adsorbotear TM (Adapt) pinion three ophthalmologists.
(Ophthalmic Preparation)
Remarks
Provided that the views of the ophthalmologists are
favourable the issue of a clinical trial certificate
could be recommended, but further data would be
required before granting a product licence.

he Conx 2gre 3t a deeision on this product
sghould be deferred p ing receipt of expert opinions
from three ophthalm gistee The C ittee also agree
that provided the views of the ophthalmologists are
favourable the issue of a clinical trisl certificate

could be recommended, but furthur data would be rquired
] 1
before granting a product licence.
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PL/0632/

Himalaya

Private Limited

Cystone Tablets

e

Sub~C

On the evidence befo

recommend the grant ol
the purposes indicated
evidence of safety and

efficacy,

in Committee
On the

that
unable to

preparation

them the

on safety

;]
the of a

r the purposes ind

grant

inadequs

(a)

the botanical and

the
quality

them of

() processes
and
any
or therapeutic

(c)

toxicity studies

Medicines Act would be required.

nineral &

mfacture

and clinical

Accordingly it was agreed that a

Sub=Committee are unable to
licence for this preparation for

the application due to inadequate

Committee concluded

nality and efficacy
product licence for :
in the application dues to:

icated

and efficacy because of

ources of the "active constituentst

of the ext

tracts,

nent of proven phar

presence

colc

evidence.

ction under Section 21{1) of
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ratories Ltd

atory Creaxd

)5/ 001 f)

ard to

uJ‘\u'
grant of a product lICC?Ce for tnns i
purposes indicated in the application.

(February 1973)

Subject to the M“"""‘“Jwee oh (Jl tetry
satisfied and on the evid
the prant of a pro

indicated

ittee also advise that this product shoulé be
regarded as new for the purpose of a specizl directive for
the reporting of adverse reactions.
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PL(R)/0286/5009

Syntex Pharmaceuticals Ltd

Angpolon
patients with malignant dise

(Anapolic Steroid) reatment with cytotoxic agents or liothe:

rac

to cause bone marrow depressi
Remarks

A decision relating to u in petients with renal

failure should be deferred for further evidence of

efficacy.

On the evidence before them the Committee ads
the product licen f right extended to

the indica f .5 an adjuvant to th

patients with maligna lisease where treatment with

cytotoxic 1ts or radiotherapy is likely to cause
bone marrow depression.

The Committee agree that a decision relating to use

patients with renel failure should be deferred for
further evidence of efficacy.
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