Efficacy

otk

4. 1s the minimally effective dose known?
5. Are there efficacy studies needed to
support the intended OTC use of the switch
candidate?

4. B/EZIEEREED ?
5. A v FERMOEHBAIOYFHR—FE L
T, AMEORFHILE D ?

Rx Use Pattern W AERFOERERE
6. What are the patterns of diagnosing, 6. OTC EEMHOMEA BEAVICEE L= BED
prescribing and patient use in the Rx WL AU E S B D . 2. AL

setting related to OTC intended use?

enera

/Abg

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

7. OTC EE LA FR T AxGEM % A
BEtE. Fo—Bbx Yy HAR—F LT3
M

Human Factors Studies

AHER OB

8. Are human factors studies needed to
determine if laypersons can properly
prepare or use the product (e.g., syringe;
monitoring meter, etc.) based upon the
directions?

8. AMERERDBEFT TiX, FAPHAFICE
DWTELE () ERRR, E=F U 7
A= —%) ZIELHB LY, A
THZENTELDE I DERET D
WERHDN?

Label Comprehension

S5V DOEIRE

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. 0TC BEERZOF CELRFERICSLER
TNTOERERFHRIL, LT AUESE
DT SN ETe Z L NERED ?

10. —fEEE T, 2R, FAFOEES
FBE &V o T IEICEEE L 7 X
NOERREHOZEMBL THDD
D2

11, —EEREL, BRICE > TAELRSE
R 2 i RPN e e NS p (L B T
WTEDBN? (F]: FRBhRNE X0
HEREWERANHBE L E HDHWIE
HEE=Z U 7B ER E X2
RRREEDHIL)

12. JELFFAEEREZFEHRT DO
HEERTEMIILED?
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Actual Use

CAES 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;

¢) 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. HEAERET (b LIMEESRET) I
BWT, —REEENILE B TES
FRIBIZARNWI ERTELHN?

14, TV DBERICE L EDHRL TN D H
HEAERDONRY =2 DbMB L NT

TAHPTbb RET DRI
BEIIUTOL Y RITE#E L BH0?
WA FERTAaCHERBICEEES
PTBHEAIT

a)

b) T DHEIUADEMED DV ITENE

FREIZBIT 5

TR SN HIMIC BT SIEL
WHEDHHEH

TR 5 RUS 27 L 6l 2 X EH]
7 RE T, EERBIERAOIMEDRE
% LelR R DER & 34T

BHDE, AA v FHEMICK L TRED
flL D

c)

d)

e)

Overall

=

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

15. OTC EESHDOFAIZL DK T 4 v b
TV AT & EEAN?

Regulatory Considerations HEEE
16. Would a clinically meaningful difference | 16. L F¥AEEKL & O0TC B % B L
exist between the Rx product and the L7=8SB ORI, BRMIZCEROS S

proposed OTC product so that the Rx
product(s) would remain on the market after
OTC switch (e.g., difference in dosage
form)?

EWHBIEE L L &, 0TC EEMA(L S
Nz Th-o ThHFE A ERRITH
BAZFED O TIIRW 2 (#: R
LAY

SOURCES: (1) Soller RW, Chan PV, Shaheen C

nonprescription medicines: A critical synthesis of questions from the Food and Drug Administration

OTC considerations for expanding access to

to its advisory committees on Rx—to-OTC switch. SelfCare. 2011:2(3);117-138. Reprinted with

permission of SelfCare

(2)Soller RW, Shaheen C. SelfCare. 2012:3(6);121-137
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