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SEEN 1 ZEDRMVFIEDEH

MEDICINES CLASSIFICATION
CRITERIA

Criteria for classification as a Prescription Only
Medicine (POM)

Article 71 of Directive 2001/83/EC as
amended specifies the criteria by which
Member States should classify medicines into
those subject to medical prescription

and those not subject to prescription control.

A medicine will be non-prescription unless it
fulfils the criteria for prescription

control as set out below.

Prescription only status will apply where:-

+ a direct or indirect danger exists to human
health, even when used correctly, if

used without medical supervision; or

» there is frequently incorrect use which could
lead to direct or indirect danger

to human health; or

« further investigation of activity and/or
side-effects is required; or

» the product is normally prescribed for
parenteral administration.

In the UK the POM criteria are laid down in the
Human Medicines Regulations 2012,
regulation 62(3).

Exemptions from prescription control may be
made having regard to:

(a) the maximum single dose;

(b) the maximum daily dose;

(c) the strength of the product;

(d) its pharmaceutical form;

(e) its packaging; or

(f) such other circumstances relating to its
use as may be specified in the
determination.
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SEEN 2 KEDRMyFILDEH

Considerations for
Rx-to-Nonprescription Switch*
Derived from Selected Post-2002
First-in-Class Switches, FDA 1990 and
1998 Switch Principles and an
Analysis of Naloxone as a Switch for
Novel Conditions of Use

BTG ¥ AU IR L 7> & FRAL 51 A B i~
DAA v FALDOEH:

Overarching Consideration:

HELREM

1. Because of the nature of the active
ingredient or its formulation, does the drug
application for the switch candidate need all
or some of the following components?

1. BRAS OMEERLE O E R T, A
A FEMDOHFEICB VT RISRTE
TOENLT—EBOSNEN LT ?

Rx Fundamentals

7 AESRMDER

Safety

weh

2. Has the Rx product been on the market
for a sufficient time and extent to enable full
characterization of the drug’s safety profile,
including:

a) Margin of safety;

b) Safety across the drug’s therapeutic
range and at high doses;

c) Potential masking of serious disease by
short or long term use;

d) Potential for genotoxicity, tumorigenicity,
and fetal and developmental toxicity;

e) Any known special toxicity with
discontinuation of therapy;

f) Drug-drug interactions;

g) Safety in special populations (e.g.,
women of child-bearing age, children,
elderly)

h) Other special conditions or toxicity in its
class that may be associated with the
acute, chronic or chronic intermittent use;
3. Can the condition be adequately
self-diagnosed, or is there a need for
physician diagnosis?

a) To what extent is misdiagnosis
associated with current Rx practices
relating to the intended OTC use of the
product?

2. AU ARG & LT EWERGE S
v, IR FIHATREZR o3 7 e & LT
WD XD 72T H A SR ORI
077 ANVEESTWDHMN

a) Ak

b) VRIS ONE RO L et

c) FHMHDLWVITRHRAIC L 2 EERE
DOEE~ A X 7

d) Biawmte, EEEA, B, sEENE
DA

e) JRIEHIEIZ L DBER ORI 72 5k

f) WA A/ER

g) WEOEMNICBIT DM (B« HE
FO M, R EiEnE)

h) 2k, B F BN oW Za i
FNCBARA T AL B 55 E O S0k
DX5y

3. WUl HOZKNTE D), HDHWIFE
R & D2 WS L B2 2

a) OTC EH L& LCoEHAMIC, 2 F
THLSH SRS 2 I3 5 B I Bat
LTcRRZ 03Btk T 2702
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Efficacy

o

4. |s the minimally effective dose known?
5. Are there efficacy studies needed to
support the intended OTC use of the switch
candidate?

4. F/NERhEITBER D 2
5. A v FEMOFEHBEROYR—KEL
T, AMPEOBFHINLEE ?

Rx Use Pattern

BT5 & AEE R DE TR

6. What are the patterns of diagnosing,
prescribing and patient use in the Rx

6. OTC [EHgh Ol H BYIZBEE L 72 838 0
T5E AVESR E OREJTIE, W, T

setting related to OTC intended use? FEEITE DL 576 DPs?
OTCness 0TC EF M1k
General — i EG

7. Are the studies supporting OTCness
generalizable to the intended OTC target
population?

7. OTC EEH S 2 4 2 S % -
BalE. £ o— b xR —HrLTW5D
72

Human Factors Studies AHER DRRFY
8. Are human factors studies needed to 8. NIRRT CIL, FEADRTAEICE
determine if laypersons can properly SWNTHELEL (] R, =2 Y S

prepare or use the product (e.g., syringe;
monitoring meter, etc.) based upon the
directions?

A—H—5) ZELSFTR LY | A
TAHZENTEDINE IMNERET D
W DI ?

Label Comprehension

5~V DOFRREE

9. Would all important information
necessary for effective and safe use of
OTC product be able to be contained in the
nonprescription Drug Facts Label?

10. Do consumers understand key
communication objectives of the label,
relating to directions of use,
contraindications, in-use warnings and
precautions?

11. Do consumers show they would be
likely to be able to assess and take action
on the treatment effect (e.g., take
appropriate action if the drug is not working,
serious side effects emerge, or
self-monitoring is needed)?

12. Would a consumer leaflet be needed for
nonprescription drug use?

9. OTC [EH S DOERN TR/ ISR
TRCOERBEREHRIL, FFLTEAEIK
BRD TN ETe 2 & B A[RED ?

10. —fRHEHE L. 2z, AP O%EE
THiE W T FIECBEE L7 T
NDERILERNZHEL TWDHO
e
—RIEE AL, BRI Ko TALE
% 5 > D W M E S L 5 2 &
DTELHN? (] MR & &R0
HEZEWEHPHE L& HDWT
HOeET=4 Y 7R L XY
Rt AE LD L)
FE T AVEI T EFE T 5 Dl
HEF RN BT ED 2

11.

12. B
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Actual Use

CEEI S

13. Do consumers demonstrate successful
self-selection and de-selection of the
product under conditions (or simulated
conditions) of actual use?

14. Does the pattern of actual use support
that the label can be successfully used in
practice? That is, does the pattern of use
show that consumers will likely:

a) Know when they should see a physician
before using the product and once they
have begun using the product.

b) Use the drug on an acute or chronic
basis for conditions other than that intended
by labeling;

c) Use the correct dosage for the period of
time specified in the label,;

d) Evaluate response(s) to treatment and
successfully monitor progress with therapy,
including identifying serious adverse events
symptomatically or, for example, with
periodic lab tests;

e) Or other actions, as specific to the switch
candidate.

13. FEHERET (b L <IIHEEEREET) (2
BT, —BEEE DL E B ) TS
FRIRIENW ENRTE S0

14, FrULRERICIE L LTV 57,

EAEEDO NS — N E Z LN T

XM T b RIET DB

BEILUTO LD T8 % L 52

L AT DRI RHRICESR 2%

BTAXAIT

a)

b) T LD ABILUSNDENED DV ITEME

PRBIZBIT DM

c) T-YVICHREENTHMICBITAIEL
WHEOfEH

TR 2 SO & R L, 31 2 13 E
A7 A ¢, BB 2R BIEH O JRfE DR
% TIRIE DR & SN
HDWNE, AL T L TRIED
fthDfE A

d)

e)

Overall

2%

15. Do the benefits of OTC availability
outweigh the risks?

15. OTC EIEMOFHICL 2K T 4 v b
XV 27 % BRGS0 2

Regulatory Considerations

Bl HH

16. Would a clinically meaningful difference
exist between the Rx product and the
proposed OTC product so that the Rx
product(s) would remain on the market after
OTC switch (e.g., difference in dosage
form)?

16. AL5EAERE L 0TC EH L2 B &
L7- B oIz, BRRMIZESRDOH 5
HEWNGFIELT & X 0TC B3 S
Nz Tho THAHFEAERS T
WD OTIZR W2 (1 FITED
EHLY)

SOURCES: (1) Soller RW, Chan PV, Shaheen C. OTC considerations for expanding access to
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to its advisory committees on Rx—to—-OTC switch. SelfCare. 2011:2(3);117-138. Reprinted with

permission of SelfCare.
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36




