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1 INTRODUCTION

The Medicines Act of 1968 introduced a system of strict controls over the
manufacture snd distribution of medicinal products.

This leaflet deals with the requirements of the Act as they affect doctors
and dentists. |t does not discuss the position of manufacturers or suppliers
who provide medicines to practitioners, nor does it discuss veterinary
practitioners.

Outline information on the legal provisions affecting the supply of
medicinal products to doctors and dentists is given in Appenidix D to this

leaflet.

2. WHEN IS A LICENCE OR CERTIFICATE REQUIRED?

In general, all dealings in medicinal products - sale, supply, importation,
manufacture, assembly, etc - are subject to licensing. Under the Medicines
Act there are three types of licence (for products, manufacturers and
wholesale dealers) and in :ddition certificates which relate only to
clinical trials.

In most cases these requirements will not affect the individual practitioner
as he, or his patient, will acquire medicinal products from s commercial
supplier and any licences needed will be the concern of the manufscturer
and of the supplier.

In those situations where these requirements do affect practitioners, there
are several exemptions which may apply. Some of these exemptions are
sutomatic and others require a notification to be submitied to the
Licensing Authority.

3. EXEMPTIONS FOR SUPPLY TO PARTICULAR PATIENTS ON
A “NAMED - PATIENT BASIS”

If 8 practitioner wishes to obtain supplies of sn unlicensed product for
administration to a8 particular patient the exempuon {rom licensing is
automatic in the situations listed below.

s. Imported Products

A practitioner does not need a licence to import a sutficient
quantity of a product for 8 course of treatment for a particular
pauent.

b. Products Manufsctured or Assembled by a Practitioner

No product licence or manufacturer’s licencs is required by a

practitioner when he manufactures a product speciailly for

sdministration to a particular patient of his. He may also
]
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manufacture it for administration to s particular patient of
snother practitioner If that practitioner asks him to. However,
8 licence will be required If the practitioner wishes to manufacture
a stock for general or emergency use.

The same rules apply to the cssembl_y of medicinal products.

c. Products Manufactured or Assembled to s Practitioner's
Order

No licences are required by s practitioner when he arranges the
manufacture and/or essembly of 3 product specially for
administration to s particular patient of his. He may also srrange
the manufacture and/or sssembly of a product for administration
to s particular patient of another practitioner If he askes him to.
i1t is also possible under this exemption for a practitioner to have s
stock of a product made up for administering to more than one
patient. There are, however, limits on the amount: the total stock
of unlicensed products held at any one time may not exceed §
litres of fluid and 2.5 kilograms of solids.

A practitioner who is a member of g group practice providing
general medical or dental services may have 8 stock made up for
administering to patients of any member of the group. In this case
each ol the practitioners in the group may hold stock up to the
limits given above.

NB This exemption covering manufacture for stock spplies
only if the manufscturer hoids sn sppropriate *‘speclals”
licence.  Individual manufacturers will be sble to say
whether t‘hey can make up orders in this way.

d. Products Not Generally Available

On occasion, s practitioner may wish to obtsin s supply of o
product thet is not of his own devising snd that s not generally
available eg 8 new drug that is still undergoing trisl. Normaliy, the
supplier of the product would need to hold a product licence
belore it could be made available. However, the product may be
sold or supplied to a practitioner for sdministration to s pearticular
patient of his provided thet:

i the manufacturer has 8 “specials licence”
il the product Is not advertised.
A supply may also be obtained by a practitioner in a group practice

who wants the product for administration to @ patient of sny
member of the group.



Whichever of these situations applies it should be remembered that 3
practitioner prescribing an unlicensed product does so entirely on his own
responsibility, carrying the total burden for the patient’s welfare and, in
the event of an adverse reaction, may be callied upon to justify his actions.
Under these circumstances it may be advisable for the practitioner to
check his position with his medical defence union before prescribing such

unlicensed products.

Although in these cases where exemption is automatic no notification
needs to be submitted, the Medical Secretariat of the Licensing Authority
do welcome being informed of the prescribing of unlicensed products (ie
name and address of the patient, the condition to be treated, and the drug
to be administered) which they find both helpful and informative. We will
also be pleased to see reports of the results of treatment with uniicensed
products.

This information should be sent to:

DHSS Medicines Division
Room+H7— (v
Market Towers k.

1 Nine Eims Lane

London

SW8 SNQ

4 SUPPLY TO PRACTITIONERS FOR CLINICAL TRIALS
4.1 AUTOMATIC EXEMPTIONS

A practitioner carries out a clinical trial if he administers a
medicinal product to a group of patients primarily to detect what
effects it has.

In general, a product may only be imported, sold or supplied, for
use in a clinical trial under the authority of a8 product licence,
clinical trial certificate or under the exemption scheme open to
suppliers,

A clinical tria! is usually srranged by the supplier of the medicinal
product who will ask a practitioner to conduct a trial using his
product. in these cases it is for the supplier to make an application
for a product licence, clinical trial certificate or supplier’s
exemption, submitting detailed information on the product and,
where necessary, the protocol for the trial, |f sppropriate, the
Licensing Authority will then grant the licence, issue the
certificate, or approve the exemption, and the practitioner may
proceed with the trial. Approval, if given, is usually subject to
certain conditions; the holder of the licence, certificate, or
exemption is responsible for bringing these conditions to the
attention of the practitioner.



In certain circumstances a practitioner may carty out a trial
without such an authority and without submitting a notification or
application of his own. These are listed below. Such studies are of
course the full responsibility of the practitioner concerned, and in
the event of an adverse reaction, may be called upon to justify his
actions. Under these circumstances it may be advisable for the
practitioner to check his position with his medical defence union
before starting the trial.

a, Studies In Healthy Volunteers

The administration of any substance to healthy volunteers
where there is no expectation of benefit (eg to determine
the possible existence and nature of any side-effects), does
NOT come under the control of the Medicines Act. Thus
DHSS authorization is not required before such studies may
be carried out,

b. Clinical Trials Using Licensed Products

If the only products to be administered in the trial are
covered by current product licences for the exact dose form
to be used, then no notification for exemption need be
submitted to the Licensing Authority.

This is still the case even if the product is to be used in a
manner, or for an indication, outside the terms of ils
licence.

If a specially prepared lorm of the product is to be supplied
by the manufacturer, this must be regarded as an unlicensed
product, This includes the situation where one or more
licensed products are prepared in a special form to disguise
thelr identity in a “blind** trial,

c. Clinical Trials Involving Placebos

An inert placebo is not a medicinal product. If the only
other product to be used in the trial Is 8 licensed product
{see section (b) above) no notification for exemption need
be submitted to the Licensing Authority.

d. Clinical Trials Using Products Specially Prepared
Under the Supervision of a Pharmacist in s Registered
Pharmacy, Hospital or tealth Centre

If the trial is to be conducted using only prescribed

products specially prepared under the supervision of a
pharmacist in s registered pharmacy, s hospital, or a health
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centre, then no notification for exemption need be
- submitted to the Licensing Authority, Responsibility for
the quality (and safety in relation to quality) of the
product lies with the pharmacist concerned.

42 EXEMPTIONS SUBJECT TO NOTICE
This section applies only where section 4.1 does NOT apply.
Clinical Trials Using Unlicensed Products

If a practitioner wishes to conduct a clinical trial using one or more
unlicensed products he must notify the Licensing Authority by
making use of the Doctors and Dentists Exemption Scheme (the
DDX Scheme) giving:

i his name and address.

li. the name and add;gss_ of the supplier.
iil. the name and structure of the product.
iv, details of the proposed trial.

A specimen of the revised standard form for this purpose (Form
MLA 162} is illustrated as Appendix B of this leafiet,

If the product is to be supplied from within the United Kingdom,
Form MLA 183 (illustrated as Appendix C) should be completed
by the supplier and forwarded together with the completed
MLA 162,

The practitioner submitting the notification must  sign®
declaration that the trial is not to be carried out under the
arrangements made by or on behall of the person who
manutaciured the product, the person responsible for its
composition or the person selling or supplying it, unless such
person is the doctor by whom or under whose direction the
product is to be administered in the trial.

°If the trial Is 10 be conducted In a hospital, the form must be
signed by the Consultant in charge of the patients.

These clinical trial certificate exemptions are allowed on the condition
that the practitioner agrees that all serious or unexpected adverse reactions
occurring during the course of the trial will be notified 1o the Licensing
Authority immediately.



important

The Licensing Authority may direct that a particular trial shall not be
exempt and may NOT therefore be carried out by the practitioner under
the DDX Scheme.

Such a direction, that the trial may not take place, will be issued within 21
days of the date of a completed notification; this period may be extended
by the Licensing Authority,

In normal circumstances the Licensing Authority only issues the directive
forbidding a trial to take place if the Authority knows of a safety hazard
arising from data with which the investigator is unlikely to be familiar or
to which he/she cannot have access. Thus, the Doctors and Dentists
Exemption Scheme is operated in a way designed to avoid interfering with
the decision not to issue the directive (so allowing the proposed trial 1o
proceed) in no way diminishes the professional responsibility of the
medical or dental practitioner concerned - nor does it affect the
requirements relating to independent ethical approval.

5, APPLICATIONS FOR LICENCES AND CERTIFICATES

Should none of the above exemptions apply in a particular case, an
application for a8 product licence (PL), clinical trial certificate (CTC), or
clinical trial certificate exemption {CTX), may be made.

An applicant for a licence or certificate will usually be required to present
full information on chemistry and pharmacy, experimental and biological
studies and clinical trials. In certain cases, less detailed information may
suffice; the professional staff in Medicines Division will be glad to advise
on what may be needed for a particular product.

5. FLOW CHART

The flow chart at Appendix A of this leaflet shows the exemptions from
the requirements 10 hold licences and certificates. When the chart
indicates that no licence or certificate is required and that an exemption
applies, this only refers to the reauirement which a doctor or dentist must
satisfy. In certain cases the manutacturer or supplier must obtain a PL,
aCTCoraCTX,



A GUIDE TO THE LICENSING PROVISIONS AFFECTING DOCTORS AND DENTISTS
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Appendix B

NOTIFICATION BY A PRACTITIONER UNDER THE PROVISIONS OF TE Form MLA 162
MEDICINES (EXPMPTION FROM LICFNCES) (SPECIAL CASES AND Tape
MISCELLANEOUS PROVISIONS) ORDER 1972 (SI 1972 No 1200)

IMPORTANT: This pane should he completed in type or in block caplitals using
black ink.

In accordance with the provisions of the above Order [ hereby:

1. Notify the Licensing Authority of my intention to use the under-
mentioned product in a clinical trials

Name of Product:
Nome of Suppliert ..............
Address: ¢ B S i o S R S S b B 6 e Bl s

tefrwEbdassondibbe seemesagd faaanespegens

2. Certify that the details given overleal are a complete and accurate
representation of the proposed clinical trial.

K. Certify that this trial is nmot to be carried out under arrangesents
made or on behall of the person who manufactured Lhe product, the
person responsible for its composition or the person selling or
supplying it unless such person is the doctor or dentist by whom or
under whose direction this sedicinal product is to be sdministered
in the trial.

Address: Fadbonay @y VB DTS G e e e @

“errercessrsrssaesessosssnnnas ereseseseannan

Sipnatures SEE AR BN RAE S SR s Y A Eans SRR RESE S e

NR. IF this is to be a hospital based trisl, this fors sust be
sirned by the Consultant in charge of the patients,

L 1f the sbove form 13 Lo be supplied from within the United
Kingdom forw MIA 1) alould be completed by Lhe suppllier and
forunrded, along with Lhis fora, Lo

DIISS Medictines Division

Clinical Trial Fxecaption Section
Room Y17 I 1 o<

Market Towers

t Nine Elas lane

London SHA 5N
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aF/a000/7

-
—
INFORTANTs This pare sh id be completed In type or in block Form MLA 152
capitals wsing binck Ink. Prpe 2
Part 1

1. Ale of trials

2. Trial desipnt

3. Indication/Clinical use to be invest igated:

A.  Patient Delatise

8. Wumber of patients Involved ia trials

[ Are rarwe of patients involved in trish:

€. Uill women of child bearing potential be exciuded? *IES/M0
4. Wil) pregnant and loctating women be excluded? "IES/M0

? Please delste

S. Route of sdainistrations

§&. fProposed dosager

1. Ouration of drug edministrations

A, Duratinea of Lrisle

14



—

ln(mTANTl This pare should he completed In typ~ or 1n hileck Frorm 1A 1065
capltals ualone binck $oule Fare )
- —_—
9. Chrmieal name or dramt
Structors or frues
10, Fharmaceut tea) form of product:
.
n) Dors Lhis product hold a current Provhect Licence *r5/mn
h) Is this produet beine supplied tn (ta licrnard form? *1Fs/M0
cl If the anavers to &) and b) are TES plenae siate the Product Licence Bny
® Plense dejete
12. Part 1}
Rowme of fractitloners il T Tel My L L L TP T——
Addregsy ......................................
1.
N of Supplier: g LT T L T VORI i
Addre~a, R S T L=
fOR OFTIC A1 1~r Lp 1B ]
D.1.M
Ro Dir,
Nie,
Aute Py,
Bo. P2, J
| e

s

l”



Appewliz €

Form INA 16)

DECLARATION BY SUPTLIFR IN COHMFOTION WITH A BOTIFICATION IMDER YIE
PROVISIONS OF THE MEDICINES (EXPMPTION FIOM LICFMCES) (SPECIAL CASFS
AND MISCELIANFINIS PROVISIONS) ORDER 1972 (SI Mo 1200)

e of PEodicls. o5 swmogane1oss 66 b aiBeTas o s Grog

Product Licence, Clinfcal Trial Certificates or Clinlcal Triag Cortificate
Fxraption Nomber (1F applicable) FL/CT/CTR cevceccnnsvesel iiiinienannan

Name of Praclitioners ......cevevvinnnean. ¥ sl 5.dusisnans mbla o 8

Addrrnay B S T Ty

AR R I T T S S

In connection with the aupply of the above named product. Lo Lhve ahove named
practitioner for use In a clinical trial, | certify that thia product is
gold nr supplied exclusively for this clinienl trial, or If anld or aupplied
otherwise is snld or supplied In nccordance with a product licence, clinical
Lrial certificate, or clinical trial certificate exemaptlon, or in
clrcimstances which enable sale or supply Lo be carrled nut ntheruise thawn in
accordance with auch licence, certificate or certificate exemplion.

Bomet | e jpsaEsayOERhRSS LA s

MEDMUTED, - o5 sasarbmvas o dtmssidien Vo UMY | sirecmmrsssisiormm s ot 4o
on behall of:

Namn OF SuopPIIeP o hieennnencesoncecanes

AdAressl L. oiiiirieceatatenacrinnocnnoas

D R R N N R I I I SIPpR A

Noter Wieen completed Lhis form niumild he arst tor

IS edicines Divielon

Clinlenl) Teial Farmption Sevtion
Rvm B e\

Hart st towers

I Rine Flen {owne

lsaubn

be LRF:
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{Clinlcal Trininl Duvder,
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