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Analysis of Adverse Reactions Associated with Parenteral Nutrition Use in Korea
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Purpose: To evaluate the clinical manifestations of adverse drug reactions (ADRs) of parenteral nutrition (PN) use in Korea.
Methods: The Korean Adverse Event Reporting System (KAERS) database records in 2015 on PN-treated patients were used.
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ADRs classified as “certain,

probable,” and “possible” based on the WHO-Uppsala Monitoring Centre criteria were analyzed.

Results: In total, 21,436 ADRs from 2,346 patients were included for analysis. The mean patient age was 57.1 years and the
mean number of ADRs per patient was 9.1. ADRs were reported frequently with amino acids solutions (682 events, 40.8%),
followed by combinations products (519 events, 31.1%), and fat emulsions (363 events, 21.7%). The frequent ADRs were gastrointestinal
(507 events, 30.3%), skin (343 events, 20.5%), general disorders (239 events, 14.3%), and central/peripheral nervous system disorders
(165 events, 9.9%). The common clinical symptoms were nausea (321 events, 19.2%), vomiting (105 events, 6.3%), and vein
pain (102 events, 6.1%). Serious ADRs accounted for 220 patients (9.4%) and dyspnea was the most frequent clinical manifestation.
Conclusion: This study analyzed the KAERS data in 2015 from patients treated with PN and revealed gastrointestinal and skin

disorders to be the leading ADREs.
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Table 1. Baseline characteristics

Characteristics Value
Number of patients (total) 2,346
Mean ADRs per patients 9.1
Mean age (y) 57.1
Sex

Male 994 (42.4)
Female 1,290 (55.0)
Missing 62 (2.6)
Number of patients with SAEs 220 (9.4)
Number of SAE (n=241)
Disability 1(0.4)
Life-threatening 7 (2.9)
Death 74 (30.7)
Hospitalization 132 (54.8)
Others 27 (11.2)
Causative agents (n=1,671)
Solutions for PN (BO5BA) 84 (5.0)
Amino acids (B05BA01) 682 (40.8)
Fat emulsions (BO5BA02) 363 (21.7)
Carbohydrates (BO5BA03) 23 (1.4)
Combinations (BO5BA10) 519 (31.1)

Values are presented as number only or number (%).
ADRs = adverse drug reactions; SAE = serious adverse event; PN =
parenteral nutrition.
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7} 21,6717 5 amino acids solutions (6827, 40.8%)7} 7}
Z; HIdsHA B E it I o292 combinations prod-
ucts (5197, 31.1%), fat emulsions (36371, 21.7%), solu-
tions for PN (8471, 5.0%), carbohydrates (237, 1.4%) <=9

2 B Eh(Table 1).

AA| 1,671719] S89-S-S WHO-ART SOC gl PTo]| ket
ool BlE gl HEeS 24313 SOCE &5 Al gastro-
intestinal system disorders (50771, 30.3%)7} 7} &2 H]&
2 Ak} 302 & skin and appendages disorders
(34374, 20.5%), general disorders (2397, 14.3%), central &
peripheral nervous system disorders (1657, 9.9%), vascular
(extra cardiac) disorders (1337, 8.0%) ¢ «A%tt
(Table 2). PTO] we} E4319-S e nausea (3217,
19.2%)7} 7F4F 2ot} th2-2 vomiting (10571, 6.3%), vein
pain (1027, 6.1%), pruritus (9971, 5.9%), rash (9671, 5.7%)
&A1 5 YERGETH(Table 3).
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Table 2. Common adverse reactions by System-Organ Classes
(SOC)

SOC n (%)
Gastro-intestinal system disorders 507 (30.3)
Skin and appendages disorders 343 (20.5)
Body as a whole-general disorders 239 (14.3)
Central & peripheral nervous system disorders 165 (9.9)
Vascular (extra-cardiac) disorders 133 (8.0)
Application site disorders 77 (4.6)
Respiratory system disorders 72 (4.3)
Heart rate and rhythm disorders 38 (2.3)
Liver and biliary system disorders 22 (1.3)
Musculoskeletal system disorders 21 (1.3)
Others 54 (3.2)
Total 1,671

Table 3. Common adverse reactions by Preferred Term (PT)

PT n (%)
Nausea 321 (19.2)
Vomiting 105 (6.3)
Vein pain 102 (6.1)
Pruritus 99 (5.9)
Rash 96 (5.7)
Chest pain 84 (5.0)
Urticaria 72 (4.3)
Headache 67 (4.0)
Injection site pain 66 (3.9)
Dizziness 63 (3.8)
Others 596 (35.7)
Total 1,671

ueh BT A3 o T AUV 941327, 54.8%), AP
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9.5%), central & peripheral nervous system disorders (471,
9.5%) <=0t} PTof| w2 24 A] dyspnea (94, 21.4%),
rash (37, 7.1%), chest pain (374, 7.1%), fever (271, 4.8%),
anaphylactic reaction (271, 4.8%), hypertriglyceridemia (2
7, 4.8%) <=0 & 1% ¢]h

LA

E ¥J4E2015U% KIDS-KD AR E 7|9ho 2 PN & &

Journal of Clinical Nutrition



Analysis of Adverse Reactions Associated with PN Use in Korea

ye 2a Al AL Aok TR AT % 2A
(post-marketing surveillance, PMS)+ ths] S Q61H, A1k
4 928 0T AT B SN 2, BT A
ulgho 24 OJokE o] oL AT} ALR-S TR 4= 1]:}12 17
L AR7HA] Ui €]oll A PMS AHz 5 ARE-SEo] PNO| f3fiRk-g-
& 8% AT A5 sk,

uf=gof| A AHEl PN ARG A%t 2ASH kol mh=w, PN

S 53 e 199341} vl aste] 20091 of| 2.6 57t
ATk o]¢} Zro] PNo| HIMSHA ARRE] 1 §l-So & B3tal
S 9 foflubsof sk At B3 Aot dRbA 9l
PNO| faut-g-2 7 el g4 52 7|A14 Fakg, 1A ot
W2 A Aol Solth!! B3], A4 GEr Fof A] thAof
2 st ¥FARAESE, 1Y AHEES 5o fofukgo]
HRAESE 5= QI e B L] Aol w2, AA| ¢4t
A 9= 9 Gofuhe-S 9 A FLE S} -2 QANHA| Ao,

E o] Lo A= amino acids solution (ATC code BO5BA01)
ARg A Gafurg-o] 71 B ElA] B 1% 91 31(40.8%), F
0]o] combinations solution (ATC code BO5BA10), fat emul-
sions (ATC code B05BA02)7} 22} 31.1%, 21.7%5 R 1%
ek, 7 Golo] e NS HgHl &S 2 §ole] ALg)
24 913 Aolck. “Telut 2 o)A AR4E KIDS-KDE
o3 ol elat S Sl AA) SelLtelol s PN AL
oF 23 glojg= B E]R] ¢ke Aol 3F% PN AN
of U2 RS MY HIS T B QT BA A
2}

oA 20149 89 HAEA|E AR =
GerNe7) A A
Fg B ] Sl it 4ol SIHEA, FATAY
€] (Nutrition Support Team, NST)o| &5-3}a1 gt} of
31 Aol A= NST| SAL-50] A2 /4 Aol

Aol e F Ao g ety 2 AT A3} dysp-

3|
nea = an

OEAH

A3

(Therapy by Nutrition Support Team)’

J

aphylactic reaction®} 22 - SR A3t

an.
VYA S 20 5 G ARl HIELh Hebd

4> é
m’U
AQ
ruzs
_>4_
r°F
m
i)
_m_
ol
po)
ik
i
ok
ofy
=
i
ke

Volume 9, Number 1, June 2017
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