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2.1.4 Afd U 2ASMQ) B ORE BB

Wadsworth, EJK, Moss, SC, Simpson, SA, and Smith, AP. Psychotropic medication use
and accidents, injuries and cognitive failures. Hum Psychopharmacol Clin Exp 2005;
20: 391-400.

Tinetti, ME, Speechley, M, and Ginter, SF. Risk factors for falls among elderly persons
living in the community. N Engl J Med 1988; 319(26): 1701-1707.

Oster, G, Huse, DM, Adams, SF, Imbimbo, J, and Russell, MW. Benzodiazepine
tranquilizers and the risk of accidental injury. Am J Public Health 1990; 80: 1467-1470.

Stedman’s Medical Dictionary, 27" edition, 2000.
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e The Merck Manual accessed online on 12 January 2006.
http://www.merck.com/mmpe/sec06/ch065/ch065c.html?gt=acute%20respiratory&alt

=sh

e Harrison’s Principles of Internal Medicine, accessed online on 12 January 2006.
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L2|E2 Of2 7[R =l HiQF 20| AM = N2 I oA HAIE 5= UCH
e X, SMQ ZMOIE A S 23 HMoZ MBS0 2 ZHE HAMSHCHAMM
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e Anonymous. Pancreatitis. Reporting Adverse Drug Reactions: Definitions of Terms and
Criteria for Their Use. Bankowski Z, Bruppacher R, Crusius | et al (Eds). Council for

International Organizations of Medical Sciences: Geneva, 1999, pp 53-54.

e Berardi RR and Montgomery PA. Pancreatitis. Pharmacotherapy: A Pathophysiologic
Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds). McGraw-Hill: New York,
NY. 1999. pp 701-715.

e Greenberger NJ, Toskes PP, and Isselbacher KJ. Acute and chronic pancreatitis.
Harrison’s Principles of Internal Medicine (14th Ed). Fauci AS, Braunwald E, Isselbacher
KJ et al (Eds). McGraw-Hill: New York, NY. 1998. pp 1741-1752.
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e The Merck Manual, 17th Edition.
e (Cecil Textbook of Medicine, 19th Edition.

e Harrison's Principles of Internal Medlicine, 13™ Edition.
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e Reporting Adverse Drug Reactions, Definitions and Criteria for Their Use, CIOMS,
Geneva, 1999.

e Harrison's Principles of Internal Medicine, 15th edition, Eugene Braunwald [et al.],
McGraw-Hill, 2001.
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e Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions,
definition of terms and criteria for their use. Council for International Organizations
of Medical Sciences (CIOMS) 1999 pp 12 -13.

e Dorland'’s lllustrated Medical Dictionary, 28th Edition 1994 p78.

e Braunwald E, Fauci A and Kasper D. Harrison’s Principles of Internal Medicine, 15th
Edition, 2001 p 341 and pp 1917-1918.

e Beers M and Berkow R. The Merck Manual of diagnosis and therapy, 17th edition,
dated 1999 pp 1054-56.

SMQ Y& 70|E BT 240 25
2021 3 &
000553



8 smMQ

HY =)

I

K

d K

o
=
=

(2006 H 9

A/

w|r

ol

Klo
30
ud
(1]
100

EHO[ LY.

<0

LHJ
ol

o A g0 7|=HolLt.

oIr

L a
[SX)

ol
N

<d

o
i

o+

sigtE(FA7tE =
A E 2= Aeddd 217 #2912 +=8HX 2t

TEH 0| A = ObA|

X0
i
M
100

4

=

ol

lo| Rt
— 71O

E|lZ
== %E

X 23, WX etE 020,

SICHA 7|z &t

24 CC
= —

FE 7|
=, 7|2IN

=1 O n
Eol_:’tAl_

O| A} Hb
[= Nl

g oE =

ol

K|o

N
4

~d

Lo
OH

X0
ro
1
o

ol

w|r
|

ol

KO0
ml

-

10

Kd
K

o0
X0
olJ

fo-
Klo
X0
md
TH
100
X0
KF
Klo

=g 71E/Me 7IE

2.8.2

—

jol
IH

X<l

Kio

2.8.3

b 2ol g2l =Lt

o
Klo

26

E BT 240

sMQ & 7to|
2021 3 &

000553



8 smMQ

Al

ALY,

HE

{Ct. O]
olg &0{0|H

"
()
AA

E=E

=

ofl M
b2 EHA DEWS
2 20| H

~
—

.
()

_
[}

27t
4

= =
H S
g|2[of A O sMQ of Ch
/0] O] SMQ Off =&t UX| L= HE AIH
ALt A

= -

2l
=

2006 A 5
4/ O

—

#H+B CDE LUEE M PTO

—

—

CIOMS WG

b

—

-

o
MedDRA +EXIEL PT 2

SMQ of CH

o/

ojru

i

= Sl
A EIOIEH|O] 20 A O] SMQ Of| CHoH

I
o
N
ol

-t
o

=
=

ol

=

=)

=

—

o=

=

CHz= HIAE H|

Jo!

o
ol

ou

r

ol
75

X0

Me| 2 oA 2A|

—_
o

T

Z4 AH
(= Ry

of2j 7| M= st 20|

2.8.4

K

1521 &

of

HMe|2 2T EQ|o

-
o
T

H

Al
0

2
(=]

o

g}
Klo

| Sl HO[HME B2 82,

144

A

27

o

off

=<
O

HZA 24.0

2|

F

sMQ & 7to|
2021 3 &

000553




2.8.5

0o

F28 FEA(SMQ HAEY 28

Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions,
definition of 1. Terms and criteria for their use. Council for International
Organizations of Medical Sciences (CIOMS), 1999. Pages 24-25.

Heller Brown J, Taylor P. Muscarinic receptor agonists and antagonists. In: Hardman
JG, Limbird LE, Molinoff PB, Ruddon RW eds. Goodman and Gilman: The
Pharmacological Basis of Therapeutics. New York, NY: McGraw Hill; 1996:141-160.

Watemberg NM et al. Central Anticholinergic Syndrome on Therapeutic Doses of
Cyproheptadine. Pediatrics. 103(1):158-60, Jan 1999.

SMQ Y& 70|E BT 240
2021 3 &

000553

28



HY =)

I

(SMQ)
d K

=

-|

o

8 smMQ
il

2.9
(20139 9

OfCf.

!

[

.
o

got7]

Al
~

L
o2
o
ol
okl
Kr
o
wjr
o
T m_. =
o3 m__ﬂ_ 0
;
s o o
ofl - ~N
&r il olJ
=3 K-
T =) ER .
I_ﬂ_l _ _/L _Il_
o e - Ko
= oo xr i . u
i oK S
<) o3 Jl Hu
o ol ®o o X 61|
ol Ko + R R
.xri ol o < & oS S
g 0 € gy F - o= O
o K e o W I 8o
ol Hoelm R RS
10 |_Ar_ % ol R0 A ou . EL iy
OF 1 o OF - o op iU TH
o X0 il =5 & T = & 5K <0
= = 8r 1 S o = R oK <
& 10 80 U B0 or 80 KO SO ll
= o = oy o] o o = ol = H 0] ufr
- o T Sl s S = K ™ B0 DK =l
fod Mm = EN N —_— gl 0 K Rl J—
= oo &0 A|_ 2 o) < RU = gx ENEEA
"~ B ORU X0 W X0 R g %0 Ko 7 ™ D G ™
O~ Ko kO RM Wo R Rl 0 B0
.M:._ E._ H_.__o +_M_o .Mo _mu_.__u_ ol m_e m_”_ _.__w__u J._MQ _m-._“_.._ iyl m_m @m X0 Mm__._ .My < M..A_U
oo Kl Klo K
T T T T 1 T O I s 1 R N |
[ ) [ [ ] [ ]

29

HZA 24.0

1=

sMQ €& 710
202149 38

000553



8 smMQ

80
K
i
10

ol

80
7
K
7l

-

ol

fo

80
7
K
7l

-

ol

o4

g 20| A

[N,

Klo

2> OtOf| Ad:

A M
— o

H&E[A L, gl FOHE|

L
o

T 810

ofu

KH

=g 71E/Me 7IE

2.9.2

0fo

8a
K
e

160

Ul

X =0 =50 &

=]
=x

=<
H5o| g

JoI

jod
{0l
oK
a0
Pl
ol

Z3)

/2

i/
-

X7t HA Aot 0{(0l: PT SLE

e

X 2l

)

ko 7|2t Ol &O(Cl: PT FLOfE/2 &2

=)
—_

—_
o
-

of
o

SR

2 aa7t SFO| ot ROME|A

-
2

51

30

E BT 240

sMQ & 7to|
2021 3 &

000553



8 smMQ

- A2 EHOM "0[=(noise)"2| & Q10| &= H|EO0[H0| FHLS 7 E0{(0:

PT ALK &= PT A7 0/4H

g

2.9.3 g smQ) FILEd 58

e Polyarticular joint pain. The Merck Manual for Health Professionals,

http://www.merckmanuals.com/professional/musculoskeletal_and_connective_tissue_di

sorders/symptoms_of _joint_disorders/polyarticular_joint_pain.html
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e CIOMS publication, “Reporting Adverse Drug Reactions: Definitions of Terms and
Criteria for their Use”, pp 89 — 90, 1999.

e The Merck Manual, Seventeenth Edition, pp 556 — 568, 1999.

e "Harrison’s Principles of Internal Medicine”, 14th edition, pp 1419 — 1426, 1998.
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e Harrison’s Principles of Internal Medicine 16th ed, Mc Graw Hill, 2005, pp 1880-
1891.
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European Group on Tumour Markers (EGTM). http://egtm.web.med.uni-muenchen.de.

DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th

Edition, 2005.
Peckham, M; Pinedo, H, Veronesi, U., Oxford Textbook of Oncology. 1995.
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e Dorland’s lllustrated Medical Dictionary, Saunders, Philadelphia, 2000.

e Towbin JA, Lipshultz SE.: Genetics of neonatal cardiomyopathy. Curr Opin Cardiol.
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Merck Manuals Online Medical Library for Health Professionals, Chronic Kidney
Disease, accessed 2011-09-26:

http://www.merckmanuals.com/professional/genitourinary_disorders/renal_failure/chro

nic_kidney_disease.html

Verrelli, M. et al Chronic renal failure. eMedicine, accessed 2011-09-26:

http://emedicine.medscape.com/article/238798-overview

Harrison’s On-line (Harrison's Principles of Internal Medicine, 17e), Ch. 280, Chronic
Kidney Disease, accessed 2011-09-26
http://accessmedicine.com/content.aspx?alD=9130075&searchStr=kidney+failure%2c
+chronic#9130075

K/DOQI Clinical Practice Guidelines for Chronic Kidney Disease: Evaluation,
Classification and Stratification. Am J Kidney Dis 39:51-S266, 2002 (suppl 1)
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e Scott, O. Conjunctival problems. Patient UK,
http://www.patient.co.uk/showdoc/40025324/, May 2008.

e Conjunctival disorders. Merck Manual, 17™ edition, pp 710 — 717, 1999.
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e Harrison’s online, Chapter 348, accessed on 29 May 2005

http://accessmedicine.com/public/about_am.aspx

e Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions,
definition of 1. Terms and criteria for their use. Council for International
Organizations of Medical Sciences (CIOMS), 1999. Pages 24-25.
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e Commission on Classification and Terminology of the International League
Against Epilepsy. Proposal for revised clinical and electroencephalographic

classification of epileptic seizures. Epilepsia 22:489-501, 1981.
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e Anon. Facts about the Cornea and Corneal Disease. National Institutes of Health,
National Eye Institute. December 2007.
(http://www.nei.nih.gov/health/cornealdisease/index.asp#0)

e Hollander DA; Aldave AJ Drug-induced corneal complications. Curr Opin Ophthalmol
2004 Dec;15(6):541-8.

e Dart J. Corneal toxicity: the epithelium and stroma in iatrogenic and factitious
disease. Eye 2003 Nov; 17 (8):886-92.
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2.21.4 CoVID-19 (SMQ) B¥1&Zd =58

e Zhu N., Zhang D., Wang W. A Novel Coronavirus from Patients with Pneumonia in
China, 2019. N Engl J Med. 2020;382(8):727-733. doi: 10.1056/NEJM0a2001017.

e Cascella M, Rajnik M, Cuomo A, et al. Features, Evaluation and Treatment Coronavirus
(COVID-19) [Updated 2020 Apr 6]. In: StatPearls [Internet]. Treasure Island (FL):
StatPearls Publishing; 2020 Jan-. Available from:
https://www.ncbi.nIm.nih.gov/books/NBK554776/

e Zaim, S, Chong, J. H,, Sankaranarayanan, V., & Harky, A. (2020). COVID-19 and Multi-
Organ Response. Current Problems in Cardiology, 100618. Advance online
publication. https://doi.org/10.1016/j.cpcardiol.2020.100618
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e Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for

1999. ISBN 92 9036 071 2

Their Use;

MedScape: Drugs and Disease: Dehydration, updated 2016-11-27, accessed 2017-08-

29

http://emedicine.medscape.com/article/906999-overview?src=refgatesrci
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e Stedman’s Medical Dictionary, 27th Edition, 2000.
e Harrison’s Principles of Internal Medicine, 14th Edition, 1998, pp 142 — 149.
e The Merck Manual 17th edition, 1999, pp 1393 - 1400.

e Fago, JP. Dementia: Causes, Evaluation, and Management. Hospital Practice.

www.hosppract.com/.
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T EeRo 22 AP EE A A= 4%, 0l SMQ e B sMQ 22 AF EE R
SMQ Z'E-df2] 20N SM = 805 A EE AS ettt B ZEo F= 5
S 40l T3t B B0l SMQ 2 A/ 5 L SMQ ZY-Lh2Y 220 S22
ML=/ 20t ot @8 =Y E0= HF HIEO0|HO|AL}, Tdd St AL, SMQ
HAEOAM d5 Z2at7t X X222 K| RALE. 0|2t M elel &0f(&= CIOMS WG
=AML & 1 8l 2 ¥X)E MEXS ME22 FM0| ZAZ == Tt
2243 HA Sy=E= AMo| Zaf o =0 Ciet ®
ETZMQPl= &M A 2 dM 0171 ALE ArMeh Ha= M4E 1521 0 7|F =0
UL
2244 E+E(SMQ) BILEWY &
- http://www.uvm.edu/~jkessler/NP/neumyshe.htm#anchor4438902.
- Gale Encyclopedia of Neurological Disorders. 2005. The Gale Group, Inc.
- Stedman’s Medical Dictionary 26th ed.
- Demyelinating Diseases. Walter R. Timperley, M.D. Lecture. 2000.
http://www.dokkyomed.ac.jp/dep-k/cli-path/a-super/super-demyeli.html
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¢ Definitions and basic requirements for the use of terms for reporting adverse

drug reactions (V). Pharmacoepidemiology and Drug Safety 1993; 2:149-153.

e Depression. Reporting Adverse Drug Reactions: Definitions of Terms and Criteria
for Their Use. Bankowski Z, Bruppacher R, Crusius | et al (Eds). Council for

International Organizations of Medical Sciences: Geneva, 1999, pg. 43.

e Kando JC, Wells BG, and Hayes PE. Depressive disorders. Pharmacotherapy: A
Pathophysiologic Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds).
McGraw-Hill: New York, 2002, pg. 1243-1264.

e Major depressive episode. Diagnostic and Statistical Manual of Mental Disorders
(4th Ed). American Psychiatric Association: Washington DC, 1994, pg. 320-327.

e Major depressive disorder. Diagnostic and Statistical Manual of Mental Disorders
(4th Ed). American Psychiatric Association: Washington DC, 1994, pg. 370-375.

e Substance-induced mood disorder. Diagnostic and Statistical Manual of Mental
Disorders (4th Ed). American Psychiatric Association: Washington DC, 1994, pg.
370-375.

SMQ & 7H0|E BT 24.0 81
2021 3 &
000553



8 smMQ

e Dysthymic disorder. Diagnostic and Statistical Manual of Mental Disorders (4th
Ed). American Psychiatric Association: Washington DC, 1994, pg. 345-350.

e Minor depressive disorder. Diagnostic and Statistical Manual of Mental Disorders
(4th Ed). American Psychiatric Association: Washington DC, 1994, pg. 719-721.
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- 2t2EZ|Tl(lamotrigine)
- HAIZ| El(mexiletine)
- O/ ALO[E El(minocycline)
- UHH[2tE(nevirapine)
- ZAFLEHEN E(ocvarbazepine)
- I =Bt 2H| & (phenobarbital)
- L EQl(phenytoin)
- AnpaetEl(surfasalazine)
- 2= 2}H| 2 (telepravir)
H

- "3 00| 4l (vancomycin)

DRESS o| ¢l 217 O M2 J|E} S22 = Ot A[HE/Z = et
(amoxicillin/clavulanic acid), Ot0| E & & 2l (amitriptyline), Ot £ 2 HtAE}El (atorvastatin),
OtA | 2l (aspirin), Z EZE (captopril), MIt=E A (cefadroxil), Ml2ZA|E (celecoxib),
2285 A (chlorambucil), 2 20| Z2}2l(clomipramine), 2 0| 2| Z£ A | 0| E (codeine
phosphate), 2 E 2|5 AE /M E & (cotrimoxazole/cefixime), A|2t0FD| = (cyanamide),

Of| & 2|2 (efalizumab), Of| &AM Z2tE (esomeprazole), S| EEAE2Z2E
(hydroxychloroquine), O| = 2H (ibuprofen), O|OtE| & (imatinib),

= EtXHEH (olanzapine), H| € 2 EFE (phenylbutazone), F Hl(quinine) R E[OF 2 (thiamine),
A etx 4 nt| 2| El(salazosulfapyridine), = F Tl O|ZA| 22t O| ELLE & (sodium
meglumine ioxitalamate), =X Z 00| ELIE& /0| E5A|0| E(sodium
valproate/ethosuximide), 2I| 2 =&} & (spironolactone), 2 E & EO}0| 4l (streptomycin),
A E2EBHA 20| E(strontium ranelate), A I} & AtZE (sulfamethoxazole),

E 2|H| .= A| E(tribenoside), Z=L|AD| E (zonisamide) S0| UCHEEHAE S22 Ot H).
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Ol sMQ 9| #& EM0l= Chg TE 7|=0f thet 20| =0 ACL &
I 2 E (Phenotype Standardization Project, PSP); RegiSCAR; && 22|11

Nze O3S Zetth

—

SMQ & 7H0|E BT 240 89
2021 3 &

000553



8 smMQ

a1
o

M SE X XA 28 A

orl

Z|CH 10%2] AtZ-Ear AEko[ ULt Zut

=
—

DRESS

S| K| B2

FXI2Eolof =

-~
(@]

Klo
H0

Kh
B

ou

H
ok
Klo
<
ki

<]
il

m
<l

LHr

7tetAL7 |

O Ko
%0 M
B o

klo
H|
0
X0
~

A
'}

IS FAX}, O M Z 8Ol

b

HFO|2{A

M
(=]

—1
=

oyt

[

).

g o[~

2t eie

ol

KK

7|

.|

&0

xd

A

ol off CHet

=
[S)

DRESS

%= E AMXZ2EH 374E O

o}

£ S/EE TR 72 dYe A4, 28l

& &
=K<}

2 7kX]:

4
*

[

H

Klo
50
K
H|
0

X<l
Ct

X el Ct:

=
—

ot= Sl

He

=0 3

90

E BT 240

sMQ & 7to|
2021 3 &

000553



8 smMQ

2 O|LHO| DRESS 2F &

o
=
=

MEZOAXM 174

Bl
oK
Klo
10
Pl
A
a0

{oF
offl

y

Klo

mjd

)
Klo

jol

<

ofn
i

K

=

—

a2 7| =0 Ct

]

—

jol
i

P
Klo
ol

20|(0]: PT B472 57

| -

—

=g 7IF/H12] 7|1F
DRESS 272 AN O 2 7t2|7|

2.27.2

m_,o
ol

Oy

<d

K
oK

-

164

o

E]
4

S oM 23| 2EE

250, DRESS

Ul

)

s

o,

Ar2

x=3

E01(o: PT

—

HO/2/2 2 3) (
L

—

=

—

=l
2!

£

O01(A: PT A/LH A.

|at 2

PRl 80,
0

N
o

s}
2!

—

L
EO0(0ll: PT &= ZHE/E) (

—

Fed

—

&4 A8 (

g=tet

Py
Ly
SEAM

/ PT

P8R 89,
=

o

X
==
=

s}
=
HFO| 2 A X|

7D (
&g
DRESS B 0M =

X<l

od
30
X0
80

-

~d

91

HZA 24.0

1=

sMQ & 7to|
2021 3 &

000553



8 smMQ

[=:

2|

k

|" SEH 2t

2.27.3
B Chsa 20| 82l

olo
W
ol

]
N

ao

md
A

2EE

oA 29

=

=)

Z= E - DRESS

=3
[=

i

ol M2l &0

O (Al 80)

oo
ol
<

KF J KF
O O F0

B O A StL} O] &2 80 &L A|

oK
oK

14
[N}

L

—

o
=

—_
o

T

ola|7

¥

o|t, 0]

of
HA0M HE

-
()

T

¥

—

I

tLh AHEH A

-
o

5t 5t

]

X~ O
il

RegiSCAR 7|& A& 112{3l{Of

F

—

-

St= Z40|Ct O] sSMQO CH

C}. O] sSMQ= 37}
|5 DRESSO|| CH

St
=

Ol
AN
o
an

o}

<
joll

K

ch

oo M elE

Klo

92

HZA 24.0

1=

sMQ & 7to|
2021 3 &

000553




8 smMQ

PT & T LY SES PT 2E/[E2-Z2 S8, PT &4 #4 JAF &3, PT ZfE/E, PT
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e Cacoub P, Musette P, Descamps V. The DRESS syndrome: a literature review. Am J Med
2011;124:588-97.

e Tas S, Simonart T. Management of drug rash with eosinophilia and systemic

symptoms (DRESS syndrome): an update. Dermatology 2003;206:353-6.

e Bocquet H, Bagot M, Roujeau JC. Drug-induced pseudolymphoma and drug
hypersensitivity syndrome (Drug Rash with Eosinophilia and Systemic Symptomes:
DRESS). Semin Cutan Med Surg 1996;15(4):250-7.

¢ Pirmohamed M, Friedman PS, Molokhia M, et al. Phenotype standardization for

immune-mediated drug-induced skin injury. Clin Pharmacol Ther 2011;89(6):896-901.

e Chaiken BH, Goldberg BI, Segal JP. Dilantin sensitivity. Report of a case of hepatitis
with jaundice, pyrexia, and exfoliative dermatitis. N Engl J Med 1950;242(23):897-8.

e Saltzstein SL, Ackerman LV. Lymphadenopathy induced by anticonvulsant drugs and
mimicking clinically pathologically malignant lymphomas. Cancer 1959;12(1):164-82.

e Kardaun SH, Sidoroff A, Valeyrie-Allanore L, et al. Variability in the clinical pattern of
cutaneous side-effects of drugs with systemic syndromes: does a DRESS syndrome
really exist. Br J Dermatol 2007;156:609-11.
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e Walsh SA, Creamer D. Drug reaction with eosinophilia and systemic symptoms
(DRESS): a clinical update and review of current thinking. Clin Experimen Dermatol
2011;36(1):6-11

e Sullivan JR, Shear NH. The drug hypersensitivity syndrome: what is the pathogenesis?
Arch dermatol 2001;137(3):357-64.

e Shiohara T, Inaoka M, Kano Y. Drug-induced hypersensitivity syndrome (DIHS): A
reaction induced by a complex interplay among herpesviruses and antiviral and

antidrug immune responses. Allergol Int 2006;55:1-8.

e Phillips EJ, Chung WH, Mockenhaupt M, et al. Drug hypersensitivity:
pharmacogenetics and clinical syndromes. J All Clin Immunol 2011;127(Suppl 3):S60-
6.

e RegiSCAR website. Heep://regiscar.uni-freiburg.de/. Accessed April 5, 2012.

e Incivek (telaprevir) Prescribing Information. Vertex Pharmaceuticals Inc.
Cambridge;MA. June 2012.

e Shaughnessy KK, Bouchard SM, Mohr MR, et al. Minocycline-incudes drug reaction
with eosinophilia and systemic symptoms (DRESS) syndrome: a systematic review.
Drug Saf 2009;32(5):391-408.

e Ganeva M, et al. Carbamazepine-induced drug reaction with eosinophilia and
systemic symptoms (DRESS) syndrome: report of four cases and brief review. Int J
Dermatol 2008;47(8):853-60.

e Elzagallaai AA, Knowles SR, Rieder MJ, et al. Patch testing for the diagnosis of
anticonvulsant hypersensitivity syndrome: a systematic review. Drug Saf
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e Chen YC, Chir HC, Chu CY. Drug reaction with eosinophilia and systemic symptoms: a
retrospective study of 60 cases. Arch Dermatol 2010;146(12):1373-9.

e Pirmohamed M, Aithal GP, Behr E, et al. The phenotype standardization project:

improving pharmacogenetic studies of serious adverse drug reactions. Clin Pharmacol
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- oL XHE, X E oeE SYAHE, 34 Kot BHSHA 2HE o5 80
- B0|= M SOC(SOC LA} & FZF &0, SOC F&F ZAL SOC AMHE JIZE X

78 FOPRFH EEEAL
2 Ate] 7t=

K] HolS LIEtL= 9 7HA| SO0{(RIE TH & CHALS| Mg FOoi7t
Ash(EE 2 )k

.|
o
e = Us BRE 7I&cts TS 7HH 7| /o)

- ICD-9 "A| & CHAF Ol 27 ot 0= ArSRUC.

- 18~24 72| HE SO CIOMS WG 7HZHEI2 HAE ANE ECHZE 0] SMQ 2t
A X|E A HAF A 20{7 N ZHAHE, EY Y X, IXHBSAS
SHOIGHCE 7|Ef X| & A" At 80 24 JEE 7HH K| £3UCt

- X2 =58 22 80(0: PT Z#/ &)

- Ol sMQo| #elet XY HAE|X| Y= tha 0. PT FH2EES PT A8 4TS,
DE X2 Zg 8OOl PT Z/ZY HE) PT X/ E LS PT % X/E &5 PT

X/ &k, PT A/ E EHYE ZE, PT HYE X EBYE S8 W E e

2.28.3 HA| /== M0 Zaf o0 et F2

o4 AIE Oiz(SMQ)OHE oM A 02 QO M2k, A A4 =Y AM0 = St
ANE Y=Lk AtMlet o= MM 1.52.1 0 7|FE|0] AL

2284 O/& XEH HF(SmQ) BLEY |F
e Harrison’s Principles of Internal Medicine, 16th Edition.
e Ross R: Atherosclerosis - an inflammatory disease. N Engl J Med 340:115-126, 1999.

e Detection, Evaluation, and Treatment of High Blood Cholesterol in Adults Adult
Treatment Panel Il — Third Report of the National Cholesterol Education Program
(NCEP) NIH - U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES - NIH
Publication No.02-5215, September 2002.
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e The Merck Manual assessed online as
http://www.merck.com/mmpe/sec05/ch055/ch055d.html .

e Harrisons Principles of Internal Medicine, McGraw Hill accessed online as

http://www.accessmedicine.com/search/searchAMResult.aspx?searchStr=Eosinophilic+

pneumonia+&rootTerm=eosinophilic+pneumonias&searchtype=1&rootID=128378&g
obacklink=1&drug=1
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e Stedman’s Medical Dictionary, 27" edition, 2000.
e Harrison's Principles of Internal Medicine, 14t edition, 1998, p 2356 — 63.
e CIOMS, Reporting Adverse Drug Reactions, 1999, p 29 — 30.

e Kaplan & Sadock’s Synopsis of Psychiatry: Behavioral sciences and clinical
psychiatry, 8" edition, 1998, pp 955-963.

e The case of the frozen addicts by J] W Langston and Jon Palfreman — Publisher
New York: Pantheon Books © 1995 ISBN: 0679424652 OCLC: 31608154.
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2324 EFE 9 RE AATA FL X 0/4) (smMQ) HIEH S &

Brown, S. Complications with the Use of Venous Access Devices. U.S. Pharmacist.

http://www.uspharmacist.com/
http://www.uspharmacist.com/oldformat.asp?url=newlook/files/Feat/ACF2FF9.cfm

&pub_id=8&article_id=131.
Stedman’s Medical Dictionary, 27 Edition, 2000.

Wickham, R. Long-Term Central Venous Catheters: Issues for Care. Semin Oncol

Nurs 1992;8,2(May):133-147.
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e Puscheck, EE and Woodward, TL. Infertility. eMedicine, 21 December 2010,

http://emedicine.medscape.com/article/274143-overview.

e Buchanan, JF and Davis, LJ. Drug-induced infertility. Drug Intell Clin Pharm, 1984,
18(2): 122 - 32.
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2.34.5

HS0/8 FIBE YE U IS Fof HH(SMQ) HD2H 25
Harrison’s Principles of Internal Medicine, 16th Edition.
Medline database.

The Merck Manual.

Dorland'’s illustrated medical dictionary.
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e Reporting Adverse Drug Reactions — Definitions of terms and criteria for their use.

Council for International Organizations of Medical Sciences (CIOMS); 1999.

e Dorland’s lllustrated Medical Dictionary — Saunders 2003, 30t Edition.
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e Ko, DY. Generalized tonic-clonic seizures.

http://emedicine.medscape.com/article/1184608-overview

Bonhoeffer, J et al. Generalized convulsive seizure as an adverse event following

immunization: case definition and guidelines for data collection, analysis, and
presentation. Vaccine 22 (2004) 557-562
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e Dorland’s Medical Dictionary.

e Merck Manual, Sec.8, Ch.100, Glaucoma.

http://www.merckmanuals.com/professional/index.html
e http://www.emedicinehealth.com/glaucoma_overview/article_em.htm
e http://www.ncbi.nlm.nih.gov/disease/Glaucoma.html
e Edward B. Feinberg, MD, MPH, Glaucoma, Encyclopedia update 7/24/2004.

e http://www.nlm.nih.gov/medlineplus/ency/article/001620.htm#Definition.

e e-Medicine — Glaucoma, Secondary Congenital — Article by Inci Irak, MD last

updated December 1, 2005 www.emedicine.com/oph/topic141.htm.

SMQ €& 7I0|E BT 24.0 126
2021 3 &
000553


http://www.emedicinehealth.com/glaucoma_overview/article_em.htm
http://www.ncbi.nlm.nih.gov/disease/Glaucoma.html
http://www.nlm.nih.gov/medlineplus/ency/article/001620.htm#Definition
http://www.emedicine.com/oph/topic141.htm

8 smMQ

2.38 ZHA-HIY FS2F(SMQ)
(2007 & 9 2 H|Z} HY =)

o Z-HY ZFT(Guillain-Barre syndrome, GBS)2 M Oj719o| 24 HB MY EH4=

Che 418 H(acute inflammatory demyelinating polyneuropathy, AIDP)O|C}.

£ 20| 4715 £ AT YBS 0K Ho|2A Ei 0|RBatA0 BY
0 ojojzict

o Y SIIHO| CHEH PO U HUME EH SHADP S Zafeh Te
HATHEN A HEl)S B MAZED DAY 50| &0}

T2 ety oz g&ot TS 20, Tl 4 =

o EAIC] SHO0[ 4 F 0|20 A= TSI A0 Y B2 E= Y
H S (chronic inflammatory demyelinating
polyneuropathy, CIDP)2 £ ZFEICt CIDP 2| %10 o= CH7H 2 71 & Ttof

et

SMQ Y& 70|E BT 240 127
202143 €
000553



),
)

2
—

—_
o

=

o T
=
=

v

o
o=

PT

<

of(gf PT 22 LA

HEX &0f M) (9 PT £/

C

H

[m]
=

¥ smQ
of(agf PT 22/ & Ao}

=g 71E/Hel 7'
opH)

.

- PT Z&-bf2

s
- OtH] & =2t O] 0j(dHE g

=

2.38.2
L]

T o N
5 = @
N — 2 Ko Ko
Kd S O —
J [}
: o = &
Y 3 51 o ou o
_ = = O
S DMk s
RN T o g2 »
Klo = 9 - _F o
S W s < S J 3
D V! 3 w otx 9=
.Al_ _1:_ RS IA/O — Xy M —_
< o 2 S o oo &
N Ru WK oo P
NO L > R 0 . H
— Nw <0 O K 3 o
* o Ro = B ooz MW
N & E 3 v TS O
= O ¥ e = o <k or
>owm oS % NN SoTma
ok <) < Ko W DS
> T oo — = H ©
X ~ - _._._._o [
R Ro & =< jol ol Kk
Tl = N o o W o 0
ok O < S T ol T LY
U i <k i
— ¥ . Koy My ok sy
& o 2 an T oK By ol W = oo
¥ . © - 5 T w . < K o3 KT 0o
= o) O X - o N <
0 . . & @<= 1 & Ko
o T i S =@ | ¥ W oo
« o S o W oz @ Ko W ot
o oo < = o H ool o
foF UK Ko X R = C
=0 o 0 [, S N e
0 on W o L WX B T B K A
g I o T om T o T Kozno g oo
r oK Kl e X0 oK oF U© 10 S L el 63 =X ._wo =
R oy RO oY om g oo u™
DA E° oA mowm Ko M ogik® o
T B (=3 R T T I B Ko = W__ w.__ =
e — op 1 2P <
. R Koo
N =) mill FI
. H on I ord

128

M (https://www.meddra.org/standardised-

=
(L

XtMet HEE 2[5 CIOMS WG

b

—_

e}
HZA 24.0

1=

SOl o

Inkl
meddra-queries)E & Z&5H7| HiZtCt,

F

(o]
=

sMQ & 7to|
2021 3 &

000553



7 smMQ

1 ol s 5
ofu — an_._m ol — T .. ° _ N
THr ujy o o o o <0 10 5K S
~ = Klo k0 © KIo =0 Ko RO fol <
™ m K . 0 b _—
o klo ul s %o N EK ) T 3
My o Wel o Ro ) 3 -
M o 4 H KD o) T N o R0 00 = = i)
X 1\ oo oAk B RO S < ol klo 2=
K & B Wy ™ i o o o7 I & b
ru = = = - -

[ 101 H Klo N @ 10 ol ,_A,_ 4:..Al KU x “_u“_.n_| 5 K U
ol I+ o k2w g ) Y 1 ol
o — o g 2 X NN 1L _ rd Ll
u S u o H I 5 _ wny o jo U oK T
= 20 L @8 Kl o ol v, Ol oo %! <0 T
= 2 = 2 W = 3 &Ko o7 by H Ko T X
e o | N <0 o B H o T Klo o mun of + {oF - o] A0
a T HoKo 3 T N 80 - | = | oF 53 -
%2} II_.I r_/ (@) _H_ — = 7|_ _:_ﬂ_ w = _=_=._ _A_o ||.AI =0 o <M
i Ko =) n__._ o % o8 7_ = 81 Ko o o= W =5 21 ol —_—
= b T g Mg 2T Dy 5 3 < Ko Ao w0 0 o R
O H_-_ 0 .AO B P~ _a 0~ E) _u._A el —— |_%| M S
S gl o B 5 9o oo T w Kbl ol Wz 20
g 0 - K o YR, 4 T - o W0 X ® =4 T Ko

| = - o = - o H "
o A B — R B ol - ~ Ko %0 K oF
10 ) ST A A po S0 Ar o= N om0 K oD
- 4 % o N <y m. R0 LTI Klo - KO
Mmooz z 5 2N LigpwE . 5§ =g By Mg,
LH Kio ok g 2 X o oW oz ok o g = 1w < | KO W o8
> + R g T a5 ®ogh oK OF ® = NoFog R
kB H =T B oo Vag g RS L Tmp R 2 WS B WG
ks = 0 Ko Ko U 20 g RO % s T 7 ¢ S ivow G g F T ol
= — < @ o o S g K 5 < 92y = Kouwr w7 @ T OA
0 KK oK oK wHEmG LK O oo m
%0 o LI R S L A EU
K
| i . o . . . o
Klo T lH [ ° ° ° ° ]
Al 1
M R ~ o0 0
ol of K- H

129

HZA 24.0

1=

sMQ & 7to|
2021 3 &

000553



8 smMQ

2.38.4

Zy-th2)

AN e

rr

dMo| Zut o S0of Cfet Fn

S2(SMQPl= A B 28 ZM 807 QU AtMet = 4M 1521 0f

7| =& ALY,

2.38.5
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Textbook of Clinical Neurology, 2" Edition, pp1085-1089, 2003.
Cecil Textbook of Medicine, 22" Edition, pp 2379-2381, 2004.
Harrison'’s Internal Medicine, 16" Edition, pp 2513-2518, 2005.

Ferri F. Guillain-Barré syndrome. Ferri’s Clinical Advisor: Instant Diagnosis and
Treatment, 2006 ed. Available at http://www.mdconsult.com/php/231760506-

2/homepage

Cha-Kim A. Guillain-Barré syndrome. eMedlicine. Available at

http://www.emedicine.com/pmr/topic48.htm. Accessed May 22, 2006.

Aarli JA. Role of Cytokines in Neurologic Disorders. Current Medicinal Chemistry.
2003; 10:1931-1937.

Stedman’s Medical Dictionary. 26th edition. Williams & Wilkins. Baltimore, MD;
1995.
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CIOMS publication, “Reporting Adverse Drug Reactions: Definitions of Terms and
Criteria for their Use".
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Schroth, BE. Evaluation and management of peripheral edema. J Amer Acad Phys

Assist, www.jaapa.com/.

e Harrison'’s Internal Medicine.
e Dorland’s Medical Dictionary.

e Stedman’s Medical Dictionary 27" Edition, 2000.
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e Dorland’s illustrated medical dictionary, Saunders, Philadelphia, 2000.
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e Foote EF. Syndrome of inappropriate antidiuretic hormone secretion and diabetes
insipidus. Drug-Induced Diseases: Prevention, Detection, and Management.
Tisdale JE and Miller DA (Eds). American Society of Health-System Pharmacists:
Bethesda, MD, 2005. pg. 611-624.

e Joy MS and Hladik GA. Disorders of sodium, water, calcium, and phosphorus
homeostasis. Pharmacotherapy: A Pathophysiologic Approach (5th Ed). DiPiro JT,
Talbert RL, and Yee GC et al (Eds). McGraw-Hill: New York, NY. 2002. pg. 953-979.

e Robertson GL. Disorders of the neurohypophysis. Harrison’s Principles of Internal
Medicine (16th Ed). Kasper DL, Braunwald E, and Fauci AS et al (Eds). McGraw-Hill:
New York, NY. 2005. pg. 2097-2104.

e Singer GG and Brenner BM. Fluid and electrolyte disturbances. Harrison's
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e Buettcher, M et al. Hypotonic-hyporesponsive episode (HHE) as an adverse event
following immunization in early childhood: case definition and guidelines for data

collection, analysis, and presentation. Vaccine 2007; 25: 5875 — 5881.

e DuVernoy, TS, Braun, MM and the VAERS Working Group. Hypotonic-
hyporesponsive episodes reported to the Vaccine Adverse Event Reporting
System (VAERS), 1996-1998. Pediatrics 2000; 106(4): e52.

e Cody CL, Baraff LJ, Cherry JD, Marcy SM, Manclark CR. Nature and rates of
adverse reactions associated with DTP and DT immunizations in infants and
children. Pedlatrics. 1981;68(5):650-659.

e Daptacel® [package insert]. Toronto, Ontario, Canada: Sanofi Pasteur Limited;

2008.

e Recombivax® [package insert]. Whitehouse Station, NJ: Merck & Co, Inc.; 2007.
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e Brahmer JR, Lacchetti C, Schneider BJ, et al. Management of immune-related
adverse events in patients treated with immune checkpoint inhibitor therapy:
American Society of Clinical Oncology Clinical Practice Guideline. J Clin Oncol.
2018;36(17):1714-1768.

e Champiat S, Lambotte O, Barreau E, et al. Management of immune checkpoint
blockade dysimmune toxicities: a collaborative position paper. Ann Oncol.
2016;27(4):559-574.

e Da Silva, FT, De Keyser, F, Lambert, PH, Robinson, WH, Westhovens, R, and Sindic,
C. Optimal approaches to data collection and analysis of potential immune

mediated disorders in clinical trials of new vaccines. Vaccine. 2013; 31: 1870-1876.

e Kieseier B, Mathey E, Sommer C, Hartung HP. Immune-mediated neuropathies.
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(IMIDs) and biologic therapy: a medical revolution. Postgrad Med J. 2007 Apr;
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Immunotherapy of Cancer (SITC) Toxicity Management Working Group. J
Immunother Cancer. 2017; 5:95.

e Stone J, and DeAngelis L. Cancer treatment-induced neurotoxicity: a focus on
newer treatment. Nat Rev Clin Oncol. 2016; 13 (2): 92-105.

e Thompson JA, Schneider B, Brahmer J, et al. Management of Immunotherapy
related toxicities, Version 1.2019. NCCN Clinical Practice Guidelines in Oncology.
2019; 17 (3): 255-2809.
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e Satyaprasad V Alapati SV, Mihas AA. When to suspect ischemic colitis. Postgrad
Med 1999;105 (4).

e Michel Huguier et al.Ischemic colitis; Am J Surg 2006; 192: 679 — 684.

e Higgins PDR, Davis KJ, Laine L. Systematic review: the epidemiology of ischaemic
colitis. Aliment Pharmacol Ther 2004; 19; 729 — 738.

e Harrison’s Principles of Internal Medicine, 11th edition 1987; 1297.
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e Elkington, AR and Khaw, PT. Eyelid and lacrimal disorders. BMJ. 1988 August 13;
297(6646): 473-4717.

e Westfall, CT. Lacrimal disease. Curr Opin Ophthalmol, 1995, 6;V: 100 — 104

e Thampy, H. Eyelid and lacrimal disorders.
http://www.firstinmedicine.com/summarysheets_files/Ophthalmology/Eyelid%20an

d%20Lacrimal%20Disorders.pdf (specific url not currently accessible)

e Disorders of the lacrimal apparatus. Merck Manual, 17th edition, 1999.
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e Braunwald E, Fauci A, Kasper D. Harrison’s Principles of Internal Medicine. 15th
Edition, 2001 pp 285-9.

e Weatherall D, Ledingham J and Warrell D. Oxford Textbook of Medicine. Third
edition, 1996; volume 2 pp 1541-44.
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e Vinjamaram, S. Non-Hodgkin lymphoma.

http://emedicine.medscape.com/article/203399-overview
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Creation of a better medication safety culture in Europe: Building up safe

medication practices Expert Group on Safe Medication Practices (2006).

Guideline on good pharmacovigilance practices (GVP). Module VI -

Management and reporting of adverse reactions to medicinal products.

Center for Drug Evaluation and Research (CDER), the Division of Medication
Error Prevention and Analysis (DMEPA):
http://www.fda.gov/drugs/drugsafety/medicationerrors/

Guidance for Industry. Safety Considerations for Product Design to Minimize
Medication Errors. U.S. Department of Health and Human Services Food and
Drug Administration Center for Drug Evaluation and Research December 2012

Drug Safety.

European Medicine Agency: Medication errors.

http://www.ema.europa.eu/ema/index.jsp?curl=pages/special_topics/general/g

eneral_content_000570.jsp

Health Canada'’s role in the Management and Prevention of Harmful

Medication Incidents. http://www.hc-sc.gc.ca/dhp-mps/medeff/cmirps-scdpim-
eng.php#al

National Coordinating Council for Medication Error Reporting and Prevention
(US); 2001. About medication errors. https://www.nccmerp.org/about-

medication-errors. Accessed December 1, 2017.
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e Levenson JL. Neuroleptic malignant syndrome. Amer J Psychiatry 1985;
142(10):1137-1145.

e Caroff SN and Mann SC. Neuroleptic malignant syndrome. Medical Clinics of
North America 1993; 77(1):185-202.

e Neuroleptic malignant syndrome. Diagnostic and Statistical Manual of Mental
Disorders (4" Ed). American Psychiatric Association: Washington DC, 1994, pg.
739-742.

e Velamoor VR. Neuroleptic malignant syndrome: recognition, prevention and
management. Drug Safety 1998; 19(1):73-82.

e Neuroleptic malignant syndrome. Reporting Adverse Drug Reactions:
Definitions of Terms and Criteria for Their Use. Bankowski Z, Bruppacher R,
Crusius | et a/ (Eds). Council for International Organizations of Medical

Sciences: Geneva, 1999, pg. 31-32.

e Simpson GM, Pi EH, and Sramek JJ. Neuroleptic and antipsychotic drugs.
Meyler's Side Effects of Drugs (14" Ed). Dukes MNG and Aronson JK (Eds).
Elsevier: New York, 2000, pg. 139-163.

e Crismon ML and Dorson PG. Schizophrenia. Pharmacotherapy: A
Pathophysiologic Approach (57 Ed). DiPiro JT, Talbert RL, Yee GC et a/ (Eds).
McGraw-Hill: New York, 2002, pg. 1219-1242.

e Hasan S and Buckley P. Novel antipsychotics and the neuroleptic malignant

syndrome: a review and critique. Amer J Psychiatry 1998; 155(8):1113-1116.

e Caroff SN, Mann SC, and Campbell EC. Atypical antipsychotics and neuroleptic
malignant syndrome. Psychiatric Annals 2000; 30(5):314-321.

e Ananth J, Parameswaran S, and Gunatilake S et a/. Neurolepetic malignant
syndrome and atypical antipsychotic drugs. / Clin Psychiatry 2004; 65(4):464-
470.

SMQ & 7t0|E BT 24.0 218
202143 €
000553



7tM 27| ?lgh Ao|ct.

=

=

AHSMQ)
HY =)
CL|

Gl
F

4
S|

E=4
=

o

¥ smQ
2.68 H|Z
(20134 9
Cjmf

=
=

8o
ZAEF

=

HIZES Y HAHSMQ
=

2.68.1
[ ]

i

1l
8l

=
—

CC

—

NEY

(=]

7k24 A|Z+0)| >2009)

=

| S7H24 AlZHof >3

H
[

(i
CHEH A

H

ol

ol

ujJ

A
AL 72

otz et ZCt:

Hio
oF
JoO
Uy
|

4
Al

O
ol

<l

3

o EZHHO| 2

%

I+
100

AR

| ©
T

C
[

t

2
[

=1
=

l
HAHIQt 914 21| ORI
EAE}
e HE

0|

=23
=
o

HIZ S8 Aol 7|7:

o: &8 £ 2HIE 2Ah

X0
Klo
B0

M2 M

=
[

P

.
(@)

gs =2

o:l A+ MOt
© Oo=

(

M
(=]

Klo

(0]
[=|

219

HZA 24.0

=3

sMQ & 7to|
20214 3 &

000553




8 smMQ

o LTt
- HAE LEIY = 80
- Mg ZTY YUY SEE AYE NE 5§, F= AR HEO0| U=
GSd L L 80
- AAo Cist 22 = 0Ol PT &2 &5
- HAHo)| CHot H[ A YOolS LIEt = A 7E 8O0(0l: PT Lf& B
=)
- HAHo| CHet 28 JHE E0{(0|: PT A/ALA A/A] 2 &)
e X2

- M YOl BO|(Ol: PT Afz2& &AL PT 7448 ZE )

- B3| ARt Atk = 55 Zoi H EUE ST 80{(0: PT Z& £/,
PT &g &8/ PT & ZA PT E/E &8

- AL =3 Aol /-l e 0o PT A4S B35 & HeEE
LIEIL = PTIPT 224 PT A4 Z& S PT G54 & Z2 PT H/EF
MEE 2T ZEZ 8], PT 7IEA/LO0/E S22 PT 244 gX/E PT
P& Z OfEZ0/EF PT ZFEA & PT HIV EES PT B S50

- ZEE S0 it HAEOM HIZEA 7|0 SHE HOX| Yooz
PT Z/A+Y &S
2683 H/ZIFE HASMQ) FILEH EE

e Chassany O, Michaux A, Bergmann JF. Drug-induced diarrhoea.
Drug Safety, 2000; 22(1):53-72

SMQ & 7t0|E BT 24.0 220
202143 €
000553



8 smMQ

| H(ESMQ)

-l

X0
3o
na

F

2.69 H|

HY =)

I

K

(2007 4 9 & A

g9l

2.69.1

o

10

Ljo
Klo
10
<+

®r

A

u

8o
4
RO

<
¢

-

K

o)
<

®r

ar

<

Lyl
01

il

KK
<

<r
ol

o

K0
Kr
Jor
RO

=<
4

i

jod
ol
IH

Al o5 - | Sh=H|

Kl
E=
i

—_

ud
wm
=0
Klo

~
Klo

Al
a0

(e)

<

Rr

o/

=
=2 O|F0fZTILY.

=

(CSF) &=

Ho

uo

I

20
KO0

{l0
<0

Ho

MRI, CT, EEG O]

=g 71E/Me 7IE

2.69.2

-

o0
H

= O

=12
=

| 20{(.=0|=(noise) &

el

=

1 OpH[2f

=2

A A 0f A)

221

E BT 240

sMQ & 7to|
20214 3 &

000553



8 smMQ

7 SO oish 2

X
AY

/3

e
o
=

Holol 7tsdS HiAME = g, ol PT

El-

oF

LLT =5 &/Z2 PT £/ 0| HZE[H M2t O] PT & ZEA|Z2EM O] LLT

A1 OF
O o

FPT(=[F2l 20t 754, Ofl: PT

g0 ek

Of(gf PT £/ & 0/&)

=Yl

I

SESRES

MLl 7IE

=
[S)

HPT XEE 25

e
[s)
—

AE M <

Uizl

10

EH O
O =

oo

|
o

i
E!

ol
o

OH

X<l

& 53

=2

Hfo/{A £/ & PT

£

7| S LIEtLH= PT(G) PT ALY Af.

PT ZZ20/XEE-OfZFE pPT 7/H&

70

=

Ml

F=0l Qs+
g0{= |iCt.

= £ ZE([F0] otL|zt

OF
<

PT

St MedDRA

= 8of o

oK

|iH
S

L

LIEtLH= PT(Of|: PT A& Y Of= £/ 2)

=
=

g gof

A, 71 2/2HPT H2E

49 of

(ZEH)

F

~g
70

oju

| @Ol AlgotF-LoteN = 3

o
[a

|
o
N

at

b=

Enll

FA

E = SIADH

T

PT /24 08|

222

E BT 240

sMQ & 7to|
20214 3 &

000553



8 smMQ

- PT & /== G0l £3HA| &

(&)
|

gjo

x|
<]

- PT M E& EEpCHE
A=l HOlo| US

|0
ut
)l

= ZotE g

0

- Y 077 X B2 B A 80(9) PT /& &)

- 8droleks THor ZetEl 809 PT L/ EHE &S

>
d=

2.69.3 Al Si/EE= MO ATl o =0 Cist #

Hg S8 HFsmool= M B 28 ZM 807t QUEt AtMlet H#1= 44 1.52.10f
7| Z&[0f UCE.

2.69.4 H/ZFY L/ FsmQ BILEH E&5

e Andreoli T, Behrman R, Bhattacharya B et al. Dorland’s Illustrated Medical

Dictionary, 30™ edition, dated 2003. Saunders, Philadelphia.

Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17t
edition; 1999: 1431-42.

Kasper D, Braunwald E, Fauci A, et al. Harrison’s Principles of Internal
Medicine. 16th edition, 2005, page 2480-83.

SMQ Y& 710|E BT 240

223

20214 3 &

000553



8 smMQ

(SMQ)

b
Hi =)

o0
<0

-|

3/

0

3o
na

t

2.70 H]

I

(2007 4 9 & A

g9l

2.70.1

ZFEICY.

ol
m:
0
0
oK
Klo
70

o 7|X

O
ol

OF
N0
ol

3

1

=l

). EHAF 0H

CHAL O] & 2] 7|6] &

Klo
70

H

70

0lJ
o't

—_

Jo
jol
H
ol
olo

pldJe:|
2+ 0f| O KFA (Of: HIV, Z{CH M= HIO|3{A)

H| = LA

O
O

Klo

5, 1%=Lo}
OF2-QU A
SITRRES

ol
o
ﬁL

Ml

Ou
ol
o\_m
Klo
il

Jld
o

oo
70
Pl
=r
Klo
0

Rl
=r
i)

OIRH Y 4 QL.

KK

o}LC}.

P
=2
—

5| 250]

-

<0
L
o
X0
il
(=[]
xa

EHOIC}.

<0

<0
ol

F

224

HZA 24.0

=3

sMQ & 7to|
20214 3 &

000553


http://www.answers.com/main/ntquery?method=4&dsid=2364&dekey=gend_01_00111&curtab=2364_1
http://www.answers.com/main/ntquery?method=4&dsid=2364&dekey=gend_02_00313&curtab=2364_1
http://www.answers.com/main/ntquery?method=4&dsid=2364&dekey=gend_02_00239&curtab=2364_1
http://www.answers.com/main/ntquery?method=4&dsid=2364&dekey=gend_02_00239&curtab=2364_1

8 smMQ

2 &0 7| QISHALE 2 Tt oA Y 4 Tt AL S
srsict,

CHARA

E4(%E)

FEANET HA L M)

L=y

Ay EE HOY k| BY

piJe:

[ e |
T 9 4L XY YIS SES oA B, 47 U 7| Bl Y,
(3| BA), BES, 915, £X, o] Foj So|c}

=8 71Z/Mel 71F

301 (=0]= n0|se) 7 7tsd0| HEgEEz 2T HAMoA)
- x| 83 Ee rddrolats 8017F ZeE PT(G)E PT /4 &/ &5 PT
282 5 BF PT HEE & 85 PT 248 4HE PT 254 &4 53
- PT &Y o/818 SHHAEO =2 257 EatdoM gy A0
A8 El= A2 2 LEHH)

"|A_| AHO|_117|_ E'g 1=
A0 &

T L0 HPEE UT YR b HHAA
o_u_rorm 27, of E2H ETY/MTNSAIS)

PT O/FS H78-A/2 1F G52 L2 218 Y4 220/

S|=2A|F|= 20| HOIK QIXt2 A

S4 Of TV 22 AN HAF BO{(Gf P

YoIo| €T NS MRleHPT HFE & 5. M2l 7| H=x) L2 &0

-
=

19
Mo
=0
nx
10
ro
1o
N
or
0x
mjo
£
=
et
4
zQ
oo
R
v}

_|

—

7_'=
o

PT 210/ EE =124 X 34 & WS 20| AS)

Z

e
ot
rir
N
|0
il
-
=
Lail
£Q
|

sMQ Y& 7tol=
20214 3 &
000553

HZA 24.0

225



8 smMQ

- oo €T A= MLTHPT /5 2+ 5. M 7|& Hx) 2+ U 724

— LLT SLE &/ 830| ZE3tel pT EFA L/ZofE 2 Y J7t5d0| ¥ 8)

- PT ot 28 Zf DYF LT R0fS 22 & 30| ZatE
oA ZSA0EREEL|OHY | BS
ZOfE LIEILH= PT

A MBS, E

Oy

- DEZRCZ|0f 2]B/L| HEOR E2E|= PT O/ EEZLEZ/OF /2 HZE Y
2 Azt

- PT HEL)7) & HEE%| €32 S22 Qo H|ELDI B-1 ZEHLZ Qlg|
x| =l

o>
N
A
S~
MHI
|-_I_
%
_|
'y
o
Ly

0| BEE = LLT 2/4-£ &/ F5(0l= & A 0[2=2)

= a4 Of I BX| 2 YN HAF 8OI(0) PT H/HE)

- "8drolets Ho7t ZetEl 80(g) PT L/EE FE)

SMQ & 7t0|E BT 24.0 226
20214 3 &
000553



8 smMQ

2.70.3 AA| Sl/e= HMof Zaf of

i}

of cHet &
bZ S8 & /482 sMd= SM K =Y A 0{7t AL KMot HaEs M
1521 0] 7|Z&[Of ULt

[

2704 HZFY & FE/HISMQ) HILEH BE
e Jain K. Drug induced neurological disorders. 2001; 2" edition: p. 23.
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e Andreoli T, Behrman R, Bhattacharya B et al. Dorland’s Illustrated Medical
Dictionary, 30™ edition, dated 2003. Saunders, Philadelphia.

e Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17
edition; 1999: 1431-42.

e Nettis E, Calogiuri E, Colanardi M, et al. Drug-induced aseptic meningitis. Curr
Drug Targets Immune Endocr Metabol Disord. 2003 Jun;3(2):143-9.
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Donahue SP, Khoury JM, and Kowalski RP. Common ocular infections. A

prescriber’'s guide. Drugs. 1996 Oct;52(4):526-40.

Sherwal, BL and Verma, AK. Epidemiology of ocular infection due to bacteria

and fungus — a prospective study. JK Science Vol. 10 No.3, July-September
2008.
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e Clinical Neurology, 7t edition. Simon, R, Greenberg, D and Aminoff, M. Ch. 4,

Disturbances of vision.

e Merck Manual. Palsies of Cranial Nerves That Control Eye Movement.
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e Schreier R. eMedicine [Internet]. Infections in the immunocompromised host.

https://emedicine.medscape.com/article/973120-overview. (Accessed 1 August 2019).

e Winthrop KL, et al. Opportunistic infections and biologic therapies in immune-
mediated inflammatory diseases: consensus recommendations for infection reporting
during clinical trials and postmarketing surveillance Annals of the Rheumatic Diseases
2015;74:2107-2116.

e Centers for Disease Control and Prevention. Guidelines for preventing opportunistic
infections among hematopoietic stem cell transplant recipients, Recommendations of
CDC, the Infectious Disease Society of America, and the American Society of Blood
and Marrow Transplantation MMWR. 2000 Oct 20; 49 (RR10): 1-128.
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e Fishman JA. Infection in solid-organ transplant recipients. N Engl J Med 2007 Dec 20;
357: 2601-2614. doi: 10.1056/NEJMra064928

e Tomblyn M et al. Guidelines for preventing infectious complications among
hematopoietic cell transplantation recipients: a global perspective. Bio Bone Marrow
Transplant. 2009 Oct; 15, (10): 1143-238. doi: 10.1016/j.bbmt.2009.06.019

e U.S. Department of Health and Human Services [Internet]. Guidelines for Prevention
and Treatment of Opportunistic Infections in HIV-Infected Adults and Adolescents.
https://aidsinfo.nih.gov/quidelines/html/4/adult-and-adolescent-opportunistic-
infection/0. (Accessed 1 August 2019).
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e Merck Manual Online, published by Merck Research Laboratories.

http://www.merckmanuals.com/professional/index.html

SMQ & 70|E BT 240 239
202143 €
000553


http://www.merckmanuals.com/professional/index.html

8 smMQ

__I.I.

oi(SMQ)

F

KO
u-

od

|
(2007 H 9 & H|

2.76

HY =)

I

K

o)

2.76.1

a4

K

il
Uk

{oF

=gt 7|E/HL 7IE

2.76.2

-

ol
H

0o
Ml
i

EN

aa

-

~d

Uk

od

e

KO
o/

St sMQ A/=2 EOHSMQPIIM
o PT X/

1

jol
I
o
[N

0|4

B4 PT A/

=4
—

ofo
ujJ

]

—

jol

I

uxlgnol
—

o PT X/ &fz/ 5! pT A/

St SMQ 7 2/= =7 HEfSMQIM

2ZF S 74 oA 2
St2l SMQ 7& 21 MY E(SMQNOIIM

o T4 LHOA

o

oF%| SMQ 2= 2 Z(SMQ)O|| M

X M=ol 2

A

o Ho|Z

240

E BT 240

sMQ & 7to|
2021 3 &

000553



8 smMQ

- o?l sMQ F2/F Fejdd s, S X ZE)=7) AL (sMQ: S01H ZF, Hd=
227 B3t P ALK = @A Chg ooz Qo HHE

el dul
o =4
o HY

Ir
=t
0jo
=2
Hl

*ol2fst 7ol 801 & 2F 2HE|0f HAEE|QICOLE, LSO 0] sMQ =X of Chst
k=1

CIOMS WG El9| =9]

T HT 160 0N, /A ESL, HZFE X B2/ 7o1F FHISMQE 72+

e rEE 28 X 27 HL) (SMQE MY AULCE.

Z H 7 140 0| M= CIOMS SMQ &R &2 #i =, Bt Foj7t o] sMQ 2| el &
20| SotCtn ZYY o2 F22/E= FHofismQ)2l 89l SMQ Of 2F 50 7He| EttM 805

744t

T HH 1300, F2/F EosmQ) Bte| BHS 5ke A4 sMQ & =Y 80{0f ohet A0 A
Ml Bofof ottt Aoz H7t HELIUALE: A2 FSMQ), T2+ ZE|=7] EfSMQ)

SMQ & 7H0|E BT 24.0 241
2021 3 &
000553



8 smMQ

Ho/= 7",97(5/\/10) HIAMEY HIZ
Ol sMQ 882 72+ gEjY=,
Oo|] ;7} O/E A/AH%(SMQ)

g Y H2E=E7/E F2/F FHSMQIH T 16.0 0 A,
ZF

= 29 ¥ =27 H2) (SMQZE HAEUCH= HOf

2763 ASEx

FoIE o

(20000109)
\
77 o pols Ao oy Rols ey
ddz 2ol= 7t S 27| SE (20000113) (td=, 29
(20000110) Sy (20000112) 3 oz 27|
( ) Al 2l)
(20000114)

A8 2-17. 7#2/F Fosm)®l AZ+=

o B} SMQ FO/E HEJAME ZtS U 2= HQ) (SMQ)= CIOMS AR 1E
HE EMOM sMQ 72+ 22 X[F oLt

276.4  HA| Sl/EE HMO Haf o F0f Cist &

T FoYsMQ= MM B 80i8H A= ABE SMQ OITh Mabh|, 4 A 7““* =
AMOME SY3H Z0HE Aerh RM S s

M4 1.52.1 00 7[Z =0 AL,

276.5 ToUF HYsmMQ BLEH &

e Reporting Adverse Drug Reactions — Definitions of terms and criteria for their use

Council for International Organizations of Medical Sciences (CIOMS); 1999.
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Levine, M., Rajadhyaksha, A., and Mont, M. Osteonecrosis, hip. eMedicine,

http://www.merck.com/mmhe/sec05/ch064/ch064a.html
http://www.emedicine.com/orthoped/TOPIC430.HTM

Osteonecrosis. Merck Manual Home Edition.
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e Tofferi, J. and Gilliland, W. Avascular necrosis.

http://www.emedicine.com/Med/topic2924.htm

e Purcell, PM and Boyd, IW. Biphosphonates and osteonecrosis of the jaw. Med J
Australia 2005; 182(8): 417 — 418.

e Grbic, JT et al. Incidence of Osteonecrosis of the Jaw in Women With
Postmenopausal Osteoporosis in the Health Outcomes and Reduced Incidence With
Zoledronic Acid Once Yearly Pivotal Fracture Trial. / Am Dent Assoc 2008;139;32-40.

e Ruggiero, SL and Mehrotra, B. Biphosponate-related osteonecrosis of the jaw:

diagnosis, prevention, and management. Annu. Rev. Med 2009; 60: 85-96.

e Cimatti L, Borderi M, Gibellini D, Re MC. Bone alterations during HIV infection. New
Microbiol. 2008 Apr; 31(2):155-64.
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e WHO/Forum for Collaborative HIV Research Joint Meeting: ARV Drugs Adverse
Events, Case Definition, Grading, Laboratory Diagnosis and Treatment Monitoring,
Background Document (Draft), 28 — 29 February 2008.

e Dorland’s Medical Dictionary.
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e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th
Edition, 2005.
e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995.

e European Group on Tumour Markers (EGTM). http://www.egtm.eu/
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e Carter, S.R. Eyelid disorders: diagnosis and management. Amer. Fam. Phys. 57:(11),

June 1998. http://www.aafp.org/online/en/home/publications/journals/afp.html
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e Bankowski Z, Bruppacher R, Crusius | et al. Reporting adverse drug reactions,
definition of terms and criteria for their use. Council for International Organizations
of Medical Sciences (CIOMS), 1999 p 32.
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e Guideline on the Exposure to Medicinal Products during Pregnancy: Need for Post-

Authorisation Data. London, 14 November 2005, EMEA/CHMP/313666/2005.
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e C(lassifying the precancers: A metadata approach (Jules J Berman and Donald E

Henson).

e Heenan PJ, Elder DJ, Sobin LH (1996) WHO International Histological Classification of
Tumors. Berlin, Heidelberg, New York, Tokyo: Springer.

e Berman JJ, Henson DE. A Comprehensive Classification and Data Implementation for

the Precancers.

e http://www.pathinfo.com/jjb/preclass.htm , 2002 (This web site may not currently be

active).
e Harrison's Principles of Internal Medicine, 16th Edition.

e Dorland’'s Medical Dictionary.
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e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th
Edition, 2005.

e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 1995.

e European Group on Tumour Markers (EGTM). http://www.egtm.eu/
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e Merck Manual of Diagnosis and Therapy, 1999. 17t Edition.
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SR AC. 20 weF o] sMQ 2| 80 555 YHOIERD §0{0] Ciet HAEE

PHE= O|HMO& oFY Al W H-5 M2 (mean pulmonary arterial pressure, mPAP) >25

mm Hg, £ & Al mPAP >30 mm Hg 2 9|&|0f 2fCt.

arterial hypertension, PAH)2 2 22{Zl PH O] &} 0 A&
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resistance, PVR)O| >2 EE= 3 WU(wood unit){Of BtCt= 7| &2 ZoMULCL
Ch=

O golo MY HAE2 25 =&, 7, AAMZF BAIZIX| %k
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2.88.4 H 7gg(smQ) EINEH BE

Diagnosis and Assessment of Pulmonary Arterial Hypertension. Journal of the

American College of Cardiology Vol. 54, No. 1, Suppl S.

Updated Clinical Classification of Pulmonary Hypertension. Journal of the American

College of Cardiology Vol. 54, No. 1, Suppl S.

Guidelines for the diagnosis and treatment of pulmonary hypertension. European
Heart Journal (2009) 30, 2493-2537.

Assessment of right ventricular volumes and ejection fraction by echocardiography:
from geometric approximations to realistic shapes. Ellen Ostenfeld and Frank A

Flachskampf

Department of Clinical Physiology, Ska°nes Universitetssjukhus, Lund University,
22185 Lund, Sweden.
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Bloch MJ, Basile J. Clinical insights into the diagnosis and management of

renovascular disease. An evidence-based review. Minerva Med 2004 Oct;95(5):357-73.

Kendrick J and Chonchol M. Renal artery stenosis and chronic ischemic nephropathy:

epidemiology and diagnosis. Adv Chronic Kidney Dis 2008 Oct;15(4):355-62.

569-574.

factors. Postgraduate Medicine1996;100: 1-15.

Kintzel PE. Anticancer drug-induced kidney disorders. Drug Saf 2001 Jan;24(1):19-38.

Nally JV. Acute renal failure in hospitalized patients. Cleveland Clinic J Med 2002; 69:

Thatte L, and Vaamonde CA. Drug-induced nephrotoxicity-The crucial role of risk
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¢ The Merck Manual. Professional edition. Critical care medicine. Respiratory failure and
Mechanical Ventilation

e Harrison’s Principles of Internal Medicine, 18e. Part 11. Disorders of the Respiratory
System. Chapter 251. Approach to the Patient with Disease of the Respiratory System

e Harrison’s Principles of Internal Medicine, 18e. Chapter 35. Hypoxia and Cyanosis

¢ Medscape. Family Medicine. Respiratory Failure
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e CIOMS, Reporting Adverse Drug Reactions, 1999, p 20 — 21.

e Khan, AN. Retroperitoneal fibrosis. 13 September 2002.
http://www.emedicine.com/radio/topic605.htm

e Diamond, JR. Clinical manifestations and diagnosis of retroperitoneal fibrosis.
UpToDate®, 27 February 2005 http://www.utdol.com/
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Poels PJE and Gabreéls FJM. Rhabdomyolysis: a review of the literature. C/in Neuro/

Basic requirements for the use of terms for reporting adverse drug reactions (IV).
Neurosurg 1993; 95:175-192.

Reporting Adverse Drug Reactions. Definitions and criteria for their use. C/OMS

Pharmacoepidemiology and Drug Safety 1993; 2:149-153.
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e Omar MA, Wilson JP, and Cox, TS. Rhabdomyolysis and HMG-CoA reductase
inhibitors. Annals Pharmacother 2001; 35:1096-1107.

e Prendergast BD and George CF. Drug-induced rhabdomyolysis — mechanisms and
management. Postgrad Med / 1993; 69:333-336.
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e Riordan-Eva, P. Vaughan & Asbury’s General Ophthalmology, Chapter 1. Anatomy &

Embryology of the Eye.

e Cunningham, ET and Shetlar, DJ. Vaughan & Asbury’s General Ophthalmology,
Chapter 7: Uveal Tract & Sclera.

e Gaeta, TJ. Scleritis. eMedicine, 14 April 2008,
http://www.emedicine.com/EMERG/topic521.htm

¢ Hampton, R. Episcleritis. eMedicine, 18 March 2008.
http://www.emedicine.com/oph/topic641.htm

e Merck Manual, 17" edition, p 717.
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e Merck Manual, Professional version; February 2018.
e Rhodes, A, et al. (2017). Surviving Sepsis Campaign: International guidelines for

b AM 807t B RACE XpASH &

MM 15210 Lot QACE.

management of sepsis and septic shock: 2016. Critical Care Medicine, 45 (3), 486-

552.

e World Health Organization (2017). Improving the prevention, diagnosis, and
clinical management of sepsis. Seventieth World Health Assembly A70/13.

e Singer, M, et al. (2016). The third international consensus definitions for sepsis

and septic shock (Sepsis-3). JAMA, 315(8): 801-10.
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e Roujeau JC and Stern RS. Severe adverse cutaneous reactions to drugs. New England
Journal of Medicine 1994; 331: 1272-1285.

e Reporting Adverse Drug Reactions. Definitions of terms and criteria for their use.
CIOMS publication, Geneva 1999.

e RegiSCAR group (http://regiscar.uni-freiburg.de).

e Severe Cutaneous Adverse Reactions to Drugs (SCAR): Definitions, Diagnostic Criteria,
Genetic Predisposition, Jean-Claude Roujeau, Laurence Allanore, Yvonne Liss,
Maja Mockenhaupt (http://www.dermatol-
sinica.com/web/data/20091130043801.pdf)
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e Harrison's Principles of Internal Medicine 16" ed, Mc Graw Hill, 2005, pp 1581, 1600-
1605.

e Dorland’s lllustrated Medical Dictionary, 28" ed, Philadelphia WB Saunders Co.

e Reporting Adverse Drug Reactions, Definitions and Criteria for Their Use, CIOMS,
Geneva, 1999.

e Harrison's Principles of Internal Medicine 16" ed, Mc Graw Hill, 2005, pp 1367-71.
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e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th
Edition, 2005.

e Peckham, M; Pinedo, H,Veronesi, U. Oxford Textbook of Oncology. 1995.

e European Group on Tumour Markers (EGTM). http://www.egtm.eu
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Guidelines for referral and management of systemic lupus erythematosus in adults.
American College of Rheumatology Ad Hoc Committee on Systemic Lupus
Erythematosus Guidelines. Arthritis Rheum 1999;42:1785-96.

Hellman DB, Stone JH. Arthritis and musculoskeletal disorders. In: Tierney, Jr. LM,
McPhee SJ, Papadakis MA, editors. Current medical diagnosis and treatment. 43" ed.
New York: McGraw-Hill Companies, Inc.; 2004. Available via intranet at STAT!Ref
Online Medical Database. Teton Data Systems, Jackson, Wyo. (Version 3.3.6, 2004).

Hahn BH. Disorders of the immune system, connective tissues, and joints. In: Kasper
DL, Fauci AS, Longo DL, Braunwald E, Hauser SL, Jameson JL, editors. Harrison's
principles of internal medicine. 16" ed. New York: McGraw-Hill Companies; 2005.
Available via intranet at STAT!Ref Online Medical Database. Teton Data Systems,
Jackson, Wyo. (Version 3.3.6, 2004).

Diffuse connective tissue disease. In: Beers MH, Berkow R, editors. The merck manual

of diagnosis and therapy. 11" ed. Whitehouse Station: Merck Research Laboratories;
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1999. Available via intranet at STAT!Ref Online Medical Database. Teton Data
Systems, Jackson, Wyo. (Version 3.3.6, 2004).

e Trethewey P. Systemic Lupus Erythematosus. Dimens Crit Care Nurs 2004;23:111-5.

e CIOMS Publication, “Reporting Adverse Drug Reactions: Definitions of Terms and
Criteria for their Use,” pp 19 — 20, 1999.

e The Merck Manual, Seventeenth Edition, pp 426 — 430, 1999.

e "Harrison’s Principles of Internal Medicine,” 14th edition, pp 1874 — 1880, 1998.
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o The Merck Manual, 17" ed., 1999, p 687.
e Harrison's Principles of Internal Medicine, 14" ed., 1998, pp 173 — 175.

e Doty, RL et al. Influences of antihypertensive and antihyperlipidemic drugs on the

senses of taste and smell: a review. J Hypertens 21: 1805 —-1813.
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e Riley, G. Tendinopathy — from basic science to treatment.

http://www.medscape.org/viewarticle/569113

e Abate M, Silbernagel KG, Siljeholm C, Di lorio A, De Amicis D, Salini V, Werner S,
Paganelli R. Pathogenesis of tendinopathies: inflammation or degeneration? Arthritis
Res Ther 2009; 11(3): 235

e Kaleagasioglu, F and Olcay, E. Fluoroquinolone-induced tendinopathy: etiology and
preventive measures. Tohoku J Exp Med 2012: 226: 251 — 258

e  Marie |, Delafenétre H, Massy N, Thuillez C, Noblet C, Network of the French
Pharmacovigilance Centers. Tendinous disorders attributed to statins: a study on
ninety-six spontaneous reports in the period 1990-2005 and review of the literature.
Arthritis Rheum. 2008 Mar 15;59(3):367 — 37
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Dorland'’s Illustrated Medical Dictionary. William Alexander Newman Dorland. 30th

Edition, June 2003, Saunders, an Elsevier imprint.
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e Dorland’s Medical dictionary accessed online on as
http://www.dorlands.com/def.jsp?id=100051907

e The Merck Manual accessed online as
http://www.merck.com/mmpe/sec19/ch282/ch282c.html

e Harrisons Principles of Internal Medicine, Mc Graw Hill accessed online as

http://accessmedicine.com/public/about_am.aspx

e http://www.dorlands.com/def.jsp?id=100051347

e http://www.merck.com/mmpe/sec12/ch152/ch152e.html#sec12-ch152-ch152e-239
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Zipes DP. Specific arrhythmias: diagnosis and treatment. Heart Disease: A Textbook of
Cardiovascular Medicine (5 Ed). Braunwald E (Ed). WB Saunders: Philadelphia, 1997,
pg. 640-704.

Marriott HJL and Conover MB. Polymorphic ventricular tachycardia. Advanced

Concepts in Arrhythmias (3rd Ed). Mosby: New York, 1998, pg. 293-310.

Definitions and basic requirements for the use of terms for reporting adverse drug
reactions (XI): cardiovascular system disorders. Pharmacoepidemiology and Drug
Safety 1998; 7:351-357.

Reporting Adverse Drug Reactions. Definitions and criteria for their use. C/IOMS
publication, Geneva, 1999.

Josephson ME and Zimetbaum P. The tachyarrhythmias. Harrison’s Principles of
Internal Medicine (15" Ed). Braunwald E, Fauci AS, Kasper DL et a/ (Eds). McGraw-Hill:
New York, 2001, pg. 1292-13009.
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e Bauman JL and Schoen MD. Arrhythmias. Pharmacotherapy: A Pathophysiologic
Approach (5" Ed). DiPiro JT, Talbert RL, Yee GC et a/ (Eds). McGraw-Hill: New York,
2002, pg. 273-303.
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e Harrison’s Principles of Internal Medicine: Chapter 285. Tubulointerstitial Diseases of
the Kidney

e Merck Manual for Health Care Professionals: Tubulointerstitial Diseases

e Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 36. Acute
Tubulointerstitial Nephritis

e Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 37. Chronic
Tubulointerstitial Nephritis

e Coltran RS, Rennke H, and Kumar V. : Robbins Basic Pathology. 7™ ed. Philadelphia:
Saunders, 2003. Chapter 14:526-527.
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Howard, HC, Jones, DP and Pui, C-H. The tumor lysis syndrome. New Engl J Med

2011; 364:19, 1844 - 54

Krishnan, K, Jaishankar, D and lkeda, A. Tumor lysis syndrome. eMedicine (October

2012) http://emedicine.medscape.com/article/282171-overview
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e Savage COS et al. ABC of Arterial and Vascular Disease, Vasculitis. BMJ 2000 May;
320 1325-1328.

e The Vasculitis Syndromes. In: Harrison's Internal Medicine16™ Edition [book online].
The McGraw-Hill Companies, 2007. http://www.accessmedicine.com. Accessed may 8,

2007.
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CIOMS =AM 2lEt7| 2 2|3 (Council for International Organizations of
Medical Sciences)
cH ot E = K| =2}t & 2| (International Council for Harmonisation
of Technical Requirements for Pharmaceuticals for Human Use)
JMO U2 X|22|7|(Japanese Maintenance Organization)
LLT X5 20{(Lowest level term)
MAG MedDRA 2| &M% EJF(MedDRA Analytical Grouping)
MedDRA = A 2| 2}-& 0f (Medical Dictionary for Regulatory Activities)
MSSO (mHolFg0ol) FX|-E2|7|7((MedDRA]  Maintenance  and
Support Services Organization)
NEC Eho| 2R 51X 22(Not elsewhere classified)
PT CHE 2 0{(Preferred term)
sMQ HZE ZMO0| =5 (Standardised MedDRA Query)
SOC 7| 2tA CH-2F (System organ class)
SSC EH M HF(Special search category)
sSsSQ HZ= HAM ZEo|(Standardised Search Queries)
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