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CQAs: Critical Quality Attributess (84 2 7 B £)

Renal Impairment Study

Investigational Drug
1

L 1
Chronically administered Single-use, inhalation
Oral, IV, SC and likely to be Unlikely to be used in renal impairment patient
administered to target population

No Study Recommended

Study Recommended

Reduced PK study in ESRD patient

Full PK study

——

Positive result

Negativersult Positveresull  Negutive result
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Exampl

EXAMPLES

Any treatment related Grade 3 or higher non-hematologic toxicity

Example 2

A hematologic toxicity is defined as neutropenia, anemia, leukopenia,
Iymphopenia, and/or thrombocytopenia. Number 3 and 4 above are
classified as a DLT since this toxicity would be abnormal for this
subject population

Example 3
DLT is any treatment related:

1. Any > Grade 4 non-hematologic toxicity with the e
nausea and vomiting (if manageable with supporti
measures), alopecia, drug-related fever, and toxicit
secondary to neutropenia and sepsis

2. Any > Grade 3 neurologic toxicity (sensory or autonomic)- -

e FN . 2y 2 b s oF N\
W R BRIEREE BRI SR
BH 4 ERRR et RAMRA BER et
1994. 10. 25 DSHEA (Dietary Supplement Health and *F | BRFE 340 | $EEFE (k- BE) 3740
E d“ca tiOll AC t) Astragalus membranaceus (Fisch.) Hedysarum polybotrys
Bge.
. RERE
UPublic Law 103-417 (103["(1 Congress) Astragalus membranaceus (Fisch.)
U“...any product (other than tobacco) that contains a f"ii“;;’"‘ mongholicus (Bge.)
vitamin, mineral, herb, or other botanical or amino acid AR | Va0 | R REBE) S0
and is intended as a supplement to the diet.” Cyathula officeinalis Kuan Strobilanthes forrestti Diels
. . +H | ¥R 2337 | AFE (REAR) 14137
% FDA Guldance on BOtanlcal PrOdUCtS (Draft) Pinella ternate (Thunb.) Typhonium flagelliforme (Lodd.)
. . Blume
2000. 8. 3 Guidance for Industry Botanical Drug P v (wFew T
Pr()du cts (Draft) Cynanchum atratum Bge. Cynanchum stauntonii
FZ2-1 3 RIEEGH
2004. 6 Guidance for Industry Botanical Dr“g Cynanchum versicolor Bge. Cynanchum glaucescens
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