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APPENDIX

COi4 MITI! ,% ON SA^i_YPY OF MLDICINES

Appendix A to mint',  of ri:--etinr  held on 22 I'ebrlt  1g75 

ary of recommendations and advice on applications

CT/0004/0223 

Glaxo Laboratories Ltd 

Eotnovate Aerosol 
(Nasal Decongestant) 

Sub-Co~~.yittceen Toxicity and Clinical Trials

On the evidence before thee the Sub-Committee 
recoe'nend the issue of a clinical trial certificate 
for this preparation for the purposes indicated in 
the application, provided that: 

(i) children under 12 are excluded from the 
studies. 

(ii) treatment is not continued for longer than 
3 weeks 

( .ii) blood cortisol estimations or corticotrop; , 
stimulation tests are carried out on each 
patient at 091 and 3 weeks. 

Remarks 

Before an extension of the trials can be a=  ?reed the 
initial results should be submitted for consideration. 

Main Coi -littee 

On the evidence before them the Committee advise the 
issue of a cl inic?j trial certificate for this 
preparation for the purposes indicated in the 
application, provided that: 

(i) children under 12 are excluded from the studies. 

(ii) treatment is not continued for longer than 
3 weeks 

(iii) blood cortisol estimations are cirri d out 
on each patient at 0, 1 and 3 weeks. 
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CT/0012/0080 Si'b-Committee on Toxicity and Clinical Trials 

May & Baker Ltd On the evidence before then the Sub-Committee recommend 
'Chat the clinical trials of this preparation he extended 

19,83 RI' Capsules to include women of child-bearing age, provided that 
they are advised to avoid beco:nin,, pregnant, and provided (No.z-ct j.nfl c

al t t careful. monitoring for gastro~-intestinal bleeding Anti-i.nfl story) 
is undertaken. 

The Sub-Committee furtli~r recommend that pregnant women 
ohoulci still be excluded from the ti ials. 

ham Committee 

On the evidence before them the Committee advise that the 
clinical trials of thic preparation be extended to include 
women of child-bearing ago, provided that they are advised 
to avoid becoming pra narit, and provided that careful 
monitoring for gastro-intestinal bleeding is undertaken. 

The Committee further recommend that pregnant women should 
still be excluded from the trials. 
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CT/0012/C)085 

May & Baker Ltd 

M & B 18,706 Capsules 

(Phenothiazine Ant ispa ?odic 
Agent) 

Sub-Committee on Toxicity and Clinical Trials 

On the evidence before them the Sub-Committee recommend 
that the clinical trials of-this ;:re^araticn be extended 
es requested in the application, including adninistrs.tion 
to women of child-bearirg age, provided that: 

(i) they are advised to avoid becoming pregnant 

(ii) pregnant women arc excluded frcm the trials. 

Main Committee 

On the evidence before the i the Committee advise that the 
clinical trials of this preparation be extended as reo'iestc;d 
in the application, including administration to woven of 
child-bearing age, provided that: 

(i) they are advised to avoid becoming pregnant 

(ii) pregnant women are excluded from the trials. 
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C?fC>;18/0037  
Sub-Committee on Toxicity and Clinical Trials 

Fare. Davis & Co 
On the evidence before them the Sub-Committee recommend the 
issue of a clinical trial certi-icate, provided that th? 

C1-583 Nay Capsulee, 
trial is initially iirnited to a study of 30 in.-  patients at 
one centre only, for a period of up to 4 wceh, treatment, with 

(luiti.-ins'lamnatory) 
monitoring of renal fuu.ction and blood loss.. 

lernarks 

Jefore consideration could be given to an extension of tl;c 
trial the re: ults of all studies in progre so in animals and 
man would be required. 

iai±r Co :rittF e 

Subject to the Sub-Committee on Chemistry wend Pharmacy bin; 
satisfied cud or. the evidence before then the Committee 
advise the issue of a clinical trial certificate s provided 
that the trial. is Initially limited to a :study of 30 inpatients 
at a:t one centre only, for a period ox up to 4 weeks treatment, 
with monitoring of blood loss and possible uephrotoxicity. 
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(:7'/0286/oOki 

Syntex. Plu;rr^areiiticalc Ltd 

Sub-C: ,it,t;ee on To~:zcity ancz Clinie~l '1'ri~~J 

On the evidence before them the Sub—Co:;nittee r. eca;imend 
the isoue of a clinical trir.d certificate for this 

The QOD Pill preparation for the purposes indicated in the 
application. 

(Oral Contrace)tive) 

I-ain Co:'nit:;ee 

On the evidence before them the Committee advise the 
issue of a clinical trial certificate for this 
preparation for the purposes indicated in the 
application. 
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CT/0286/00k2 ( Sub-Committee cn Toxicity and Clinical Trials 

Syntex Pharmaceuticals Ltd On the evidence before them the Sub-Committee are unable 
to recommend th4 issue of a clinical trial certificate 

Anapolon 5 Tablets for this preparation for the purposes indicated in the 

(,.nrholic Steroid) .plication because of its carcinogenic potential and 
hepatotoxicity.

Main Committee 

On the evidence before then the Corumittoe concluded 
provisionally that on the ground of safety they would 
be unable to advise the issue of a clinical trial 
certificate for this preparation for the purposes 
indicated in the application because of its lack of 
safety with regard to liver damage. 

Accordingly it was agreed that action under Section 21(1) 
of the Medicines Act would be required. 
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CT/0512Jn028 

Duphar Laboratories Ltd 

DU Y4,795 Catsules 

(Antiviral Agent) 

Sub-Committee on Bioloicels (January 1973) 

On the evidence before them the Sub-Comnittee on Bioloricai 
have no objection to the issue of a clinical trial certificate 
for this preparation for the purposes indicated in the 
application. 

Sub-Come ittee on Toxicity and  Clinical Trials (February 1973) 

On the evidence before them the SuJ-Committeo recommend the 
issue of a clinical tria]_ certificate for this preparation 
for the purposes indicated in the application. 

Remarks

The appl-icants attention should be drawn to the 
possibility of CPNS stimulation and the possible hazard of 
dependence. 

train Conn ittse (February 1973) 

Subject to the Sub-Committee on Chemistry and Pharmacy being 
satisfied and on the evidence before them the Committee 
advise the issue of a clinical trial certificate for this 
preparation for the purposes indicated in the application. 
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PL/oo i 5/oc1+J+ 
PL/0015/Oo+i 

l3oeh'ringer Ingelheim Ltd 

Tranxone Caapsu1e.: 75 _.J ti 

Tranxene Capsule:, 3.5

(Arixiolyt i c ) 

:pub-Cemnittec on Toxicity and Clinical ,-. io1s 

;;.ecor.n endation 

On the evidence before them the Sub-Committee recowrend 
the grant of prod.i?ct licences for these preparations 
for the purposes indicated in the application. 

Main. Committee 

Subject to the Su'.,-Committee on Chemistry and Pharmacy 
being satisfied and on the evidence before them the 
Committee advise the grant of product licences fcr 
these Preparations for the purposes indicated in the 
application. 

The Committee also advise that these products should be 
regarded as new fcr the purpose of a special directive 
for the reporting of adverse reactions. 
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114/0 6/0021 
PL/0D36/0022 

Hoechst Phcrsaceuticals 

EL 191 Tablets 
EL 191 Injection 

(1Fasodilut or) 

Sub-Coy*mittee on Toxicity aid Clinical Trials (January 1973) 

The Sub_Cosrnittee recommend that a decision on these 
products should be deferred for consideration of additional 
data which has been subinitted and clarification of 
indicetionso 

Main Cortriittee (January 1973) 

The Committee agree that a decision on these products 
should be deferred pending: 

(i) consideration of additional date. which has been 
submitted 

(ii) clarification of the indications 

(iii) receipt of the views of the Sub-•Ccmciittce on 
Chemistry and Pharmacy. 

Sub-Com.si.ttee on Toxicity and C7.inic= '1. Trials (Fehruery i27J) 

On the evidence before them the Sub -Coennittee recommend 
the grant of product licences for these preparations for 
the ntirnoses indicated in the applieation.b provided that 
the claims are limited to peripheral vascular disease only. 

P.emnrks

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

Main Ccrimitteee (February 1973) 

Subject to the Suh-Committee on Chemistry and Pharmacy beinE 
satisfied and on the evidence before them the Committee 
advise the grant of product licences for these preparaticn:. 
for the purposes indicated in the epplication, provided t 
the claims are liriited to peripheral vascular disease only, 
The Committee agree that the other indications should be 
rejected on the ground of inadequate evidence of efficacy, 

The Committee also advise that these products should be 
regarded an new for the purposes of a special directive 
for the reporting of adverse reactions. 

VJ 
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PL/003 /0010 Sub-Committee on Toxicity and C1ini.cal Tr.iels 
(December 1972) 

Cyanamid of Great Britain Ltd 

On the evidence before them the Sub--Committee are 
Parfenac Cream unable to recommend the grant of a product licence for 

this preparation for the rurpos•<!s indicated in the 
(Anti-infl~'arnatory Cream) anplication z Ei.nce there is irmadecuate evidence of 

efficacy for the propored indic~.tions, associated 
iith passible toxicity., 

Main Committee (December 1972) 

The Committee decided to refer this application 
back to the Sub-Co ittee on Toxicity for review of the 
evi~ence on efficacy, in particular with retard to 
additional information on toxicity if it can be 
obtained. 

Sub-Committee on Toxici ,r- Clinical Trials 
(February 7973) 

On the evidence before them the Sur-Corr.-nittce recommese! 
the grant of a product licence for this prera ation 
for the purposes indicated in the application.. 

Main Committee (February 1973) 

Subject to the Sub•-Conmi'LLee on Chemistry and Pharmacy 
being satisfied and on the evidence before them the 
Con mittee advise the grant of a product licence for 
this preparation for the purposes indicated in the 
application, 

The Committee also advise that this product should he 
regarded as new for the purpose of a special directive 
for the reporting of adverse reactions. 
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PL/v132/CC25 Eub--Co ttee on Toxicity and Clinical Tr:+als
1 L/o t 2/co26 

--- 

-

The Sub-Committee recommend that a decision on these 
Wander Limited products should be deferred pending receipt of: 

AN 1 1+8 Tablets 9 mg. (i) information on what is being absorbed, metabolis:;t 
AN 1+48 Tablets 2 mg. and interaction with anti-hypertensi•re drugs and 

catechol amines. 
(/norectic rent) 

(i9.) information on the possible effects of the drug 
on brain seratonin stores and the no sibie 
relationship to mood changes 

in 

man 

(iii) an explanation for the high drop-out level in thy: 
clinical trial. 

Main Cor-:ittee 

The Committee agree that a decision on: thcLe products 
should be deferred pending receipt of: 

(i) information on what is being absorbed, metabolie:,i. 
and interaction with anti-hypertensive' drugs and 
catechol anines 

(ii) information on the possible effects of the drug 
on brain serntonin stores and the possible 
relationship to wood changes in man 

(iii) an explanation for the high dropout iev•sl in the 
clinical trial 

(iv) the views of the Sub-Committee on Chemistry and Pharmor: 
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Pl/0161/0012 

Ro_ia Labo:-atories Ltd 

Madccaasot. Tablets 

(Wound Healing Agent) 

S,,h-Committee on Toxicity and Clii;;_cal Trials (Jrnuar;; 1973) 

On the evidence before them the Su,--Committee recommend the 
grant of a product licence :tor this preparation provided that 
the indications are united to defective scars and keloids. 

Remarks 

Before consideration could be given to an extension to include 
the other proposed indications, adequately controlled clinical 
studies would be rewired. 

Main_ Committee (January 1973) 

On the evidence before them the Committee decided to refer :his 
application back to the Sub-Committee on Toxicity and Clinical 
Trials to review their recommendation in the light of the 
views of the Sub-Committee on Chemistry and Pharmacy, in 
particular on the question of definition of the active 
cons titurnta. 

Sub-Committee on Toxicity and C-1 in!_c<il Trials (February 19''3) 

On the evidence before them the Sub-Committee are unable to 
recommend the grant of a product licence for this rrer,.i*-n L:ton 
for the purposes indicated in the application due to ina_dec;uate 
zvic?ence of e fic. tcy, 

T'emar'k s 

The Sub--Coi:iraittee could have no objection to an adequately 
controlled clinical trial being undertaken. 

-Lain Crnsc.,ittee 

Ou 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 l.cence for this 
preparation for the purposes indicated in the aprli cat ion due 
to inadequate evidence of efficacy. 

Accordingly it was agreed that action uder Section 21(1) of the 
liedi_cines Act would be required in the course of which acccn : 
should be taken that the vie s of the Sub-Conm:ittee on 
Chemistry and Pharmacy had yet to be received. 

NOTE 

The Committoc agreed that subject to the Sub-Committee on 
Cherristiy and P armacy being satisfied, no objection would be 
raised to an adequately controlled clinical trial being 
undertaken and that a certificate :Night be issued without 
further reference to the Committee. 
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PL/,?215/0003 

Serological Products Ltd 

Kr-yobuli.n 

(Blood Product) 

Sub-Cemmittee on niolo.^i_calo (January 1973) 
On the evidence before thec the Sub-Committee on 
Biolo,^icals recoimnend the grant of a product licence 
for this preparation for the purposes indicated in the 
xnplicatior., provided that: 

(i) the potency of the product is expressed in 
international units 

(ii) the supply of the product is restricted to hospitals 
and haemophilia centres 

(-i_i.i) the TSA bach releae~o procedure shall apply. 

Sub-Co!rmi.ttee on Toxic i «rj3 Clinical Trials(Februar. (February 1073) 

On the evidence before them the Sub-•Committee recoce7iend 
the grant of a product licence for this preparation for the 
purposes indicated in the application. 

n Committee (February 1973) 

Un the ev:donce before them the Committee advise the 
grant of a Product licence for this preparation for the 
purposes indicated in the apolicetion, provided that

(i.) the Potency of the Product is ox-pressed in 
international units, 

('i) the supply of the product is restxrictec% to hospitals 
and haemophilia centres 

(iii) the TSA batch release procedure shall aprly. 

The Committee also advice that this product should be 
re`,arded as new for the xurpoae of a special directiva 
for the reporting, of adverse reactions, 
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PL/0247/0007 Sub-Connittee on Toxicity and Clinical Trial8 

Burton, Parson3 & Co Inc The Sub--Co aittee recommend thEf.t a decision on the 
product should be deferred pending receipt of expert 

Adsorbotear TI4 (Adapt) opinions from three ophthalmologists. 

(Ophthalmic Preparation) 
Perrarks 

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 prod-act _licence. 

(lain Coanittee 

The Cone ittee agree that a decision on this product 
should be deferred pending roceiut of expert opinions 
froz three ophthalmmologicte. Th Cora i ttee also agree 
that provided the views of the ophthalmologists are 
favourable the issue of a clinical, trial certificate 
could be recommended, but further data would be rquired 
before grating a product licence. 
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PL/04 32/0002 

Ke'sa1 s Limited 

Besor-bon Medicinal Snuff 

(r!ac•ca Decongestant) 

Sub-Conunittee on Toxicity and Clinical Trials 

The Sub-.Comm?nittee re ;o :tend that a decision on this product 
should be deferred pending receipt of evidence of safety 
and. efficacy. 
L'vidence that the preparation does not cause local 
irritation would be required. 

Main Connittee 

The Committee agree that a decision on this product should to 
deferred pr_ndir. receipt of evidence of safety -And e.ffica cv, ;
ircludip_r; evidence that the preparation does not cause l ocai. 
irritation. 
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Pi,/C632/0001 Serb-Comi7:ittee on T' o•::~.city aaicl UylinicGl. Trials 

Himalaya Drug Co On the evidence before them the Sub-Committee are unable to 
Private Li*nited recoirmend the {;rant of a product licence for this preparation for 

the purposes indicated in the application due to inadequate 
Cystone Tablets  evidence of safety and efficacy. 

Main Co^'mittee 

On the evidence before them the Committee concluded provisionall; 
that on the grounds of safety, oua3.i_ty and efficacy thy would s, , 
unable to advise the grant of a product licence for this 
preparation for the purposes indicated in the application due to 

inadequate evidence of quality, safety and efficacy because of 
insufficient information c,n:-

(a) the botanicu;. and mineral sources of the "active constituents" 

(b) the processes of manufacture of the extracts; the nature, 
ouality and stability of the extracts, or the presence within 
them of any identifiable component of proven phnraacological 
or therapeutic activity. 

(c) toxicity studies and clinical evid.ence. 

Accordingly it was agreed that action under Section 21( 1) of the 
Medicines Act would be required. 

1G 
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PL/1752/0005 Sub-CO ittee on Toxicity and Clinical. Tx-ia1s(Deceuher 19'12) 

Nicholas Laboratories Ltd On the evidence before them the Sub-Coa;isittee are unable 
to recorsaend the rant of a product licence for this 

iexi.rtac Cream prevaration, since there is ir:adequate evidence of efficacy 
for the proposed indications, associated >:; th possible 

(Anti-inflammatory Crean) toxicity. 

;ai.n Com ittee (December 1972) 

The io:nmi.ttee decided to refer this application buc1z to 
the &h-Co ittee on Toxicity for review (in conju cti.on 
with applicotion PL/0095/0010) of the evidence on efficacy 
in particriiar with ragard to :additional information on 
toxicity if it can be obtained. 

ShCc:rjtee on Toxicity anc Clinical  Trials Febru:rZ 197~~ 

On the evidence before them the Sub-Committee, recommend 
the grant of a product licence for this p1•eparatiorr for 
the nurlose s indicacod in the .pnlicatiorr. 

Main Commmittee (February 1973)) 

Subject to the Sub-  Committee on Chemistry and Pharmacy being 
satisfied and on the evidence before them the Committee 
advise the r;rant of a product licence for this preparation 
for the purposes indicatcd in the application. 

The Committee also odvise 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(F)/0286/5009 Sub-Committee on Toxicity and Clinical Trials 

Syntex Pharmaceuticals Ltd On the evidence before them the Sub--Committee recommend 
that the product licence of right be extended to 

Anapolon 50 Tablets include the indication for use as an adjuvant to 
therapy in patients with malignant disease where 

(Anabolic Steroid) treatment with cytotoxic agents or radiotherapy is 
likely to cause bone narrow depression. 

Remarks 

A decision relating to use in patients with renal 
fsi.l~ere should be deferred for further evidence of 
efff.ca.cy. 

2-lain Co*nmittee 

On the evidence before them the Committee ad'i • tti_at 
the product licence of right be extended to include 
the indication for use as an adjuvant to thorst-py in 

patients with malignant disease where treatment: with 
cytotoxic agents or radiotherapy is likely to cauac 
bone marrow depression. 

Vie Committee agree that a decision relatin to ta in 
patients with renal failure should be deferred for 
further evidence of efficacy. 
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