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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.
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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.

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.

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 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.
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Pharmacological Basis of Therapeutics. New York, NY: McGraw Hill; 1996:141-160.
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CIOMS publication, “Reporting Adverse Drug Reactions: Definitions of Terms and
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Edition, 2005.
e Peckham, M; Pinedo, H, Veronesi, U., Oxford Textbook of Oncology. 1995.

e European Group on Tumour Markers (EGTM). http://egtm.web.med.uni-muenchen.de.
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Dorland'’s Illustrated Medical Dictionary, Saunders, Philadelphia, 2000.

Towbin JA, Lipshultz SE.: Genetics of neonatal cardiomyopathy. Curr Opin Cardiol.
1999 May;14(3):250-62.
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- CKD 2t g#E X Az 80

X 2l

21738+ AMEEHSMQ) B 23 BE

Levey AS, Coresh J. Chronic kidney disease. The Lancet published online August 15,
2011. DOI:10.1016/S0140-6736(11)60178-5

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=91300758&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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http://accessmedicine.com/content.aspx?aID=9130075&searchStr=kidney+failure%2c+chronic#9130075
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Scott, O. Conjunctival problems. Patient UK,

http://www.patient.co.uk/showdoc/40025324/, May 2008.

Conjunctival disorders. Merck Manual, 17t edition, pp 710 — 717, 1999.

Stedman’s Medical Dictionary, 27* Edition.
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"2t & (epilepsy)” EE= “EE(ictus)'O|2h= THO{7F ZBHE PT(O: PT 2/ & £ E2FZ))

- O - =] - O
- 2T AM0l|M 0| &t (@abnormal)”O|2t= THOPZF 2 8hEl SOC AR SHEE
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- 4 O "FY ol EJAAL =4 OfF7F K| @2 SOC g ZAf 80
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— PT G4 £ Y PT G4 Hep 72 NS 10| x12| ol0] ElABLITH

FEESMO= SM 3 =2 AN 017F Qg LT ApMe Fi= 44 1521 0 7| FE[Of

2194 Z8(SMQ) B 23 BE

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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T PT &5 PT A2 &0, PT A/g &5} 52| HIEO|Y 0= &Yt LO|=9] JQIO|
EIoeoZ HAE = XNQEYSLICt

2.20.34A| Sly== HMof At
ZHaE ZOf(SMQOll= MM W = AM 017} QESLICH Mo o= MM 1521 0f
7|20 QSL|LCt

2.20.42'8F ZHof(smQ) 1 28 2§

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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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):

SMQ & 7t0|E BT 25.0 64
2022 4 3 &
000709



8 smMQ

StatPearls Publishing; 2020 Jan-. Available from:
https://www.ncbi.nlm.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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1999. ISBN 92 9036 071 2

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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Reporting Adverse Drug Reactions: Definitions of Terms and Criteria for Their Use;
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http://emedicine.medscape.com/article/906999-overview?src=refgatesrc1
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e Definitions and basic requirements for the use of terms for reporting adverse

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

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.

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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e Stedman’s Medical dictionary 5th Edition, Lippincott, Williams & Wilkins, 2005.
e Harrison’s Principles of internal Medicine, 16" Edition, McGraw Hill, 2005.

e Huang B, Dawson DA, Stinson FS, Hasin DS, Ruan WJ, Saha TD, Smith SM, Goldstein
RB, Grant BF. Prevalence, correlates, and comorbidity of nonmedical prescription drug
use and drug use disorders in the United States: Results of the National
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Epidemiologic Survey on Alcohol and Related Conditions. J Clin Psychiatry 2006
Jul;67(7):1062-73.

Isaacson JH, Hopper JA, Alford DP, Parran T. Prescription drug use and abuse. Risk
factors, red flags, and prevention strategies. Postgrad Med 2005. Jul;118(1):19-26

Haydon E, Rehm J, Fischer B, Monga N, Adlaf E. Prescription drug abuse in Canada
and the diversion of prescription drugs into the illicit drug market. Can J Public
Health 2005 Nov-Dec;96(6):459-61.

Woody GE, Senay EC, Geller A, Adams EH, Inciardi JA, Schnoll S AU - Munoz A TI -
An independent assessment of MEDWatch reporting for abuse/dependence and
withdrawal from Ultram (tramadol hydrochloride). Drug Alcohol Depend 2003 Nov
24;72(2):163-8.

Brady KT, Lydiard RB, Brady JV. Assessing abuse liability in clinical trials. Drug Alcohol

Depend 2003 Jun 5;70(3 Suppl):S87-95.

Johnson MD, Heriza TJ, St Dennis C. How to spot illicit drug abuse in your patients.
Postgrad Med 1999 Oct 1;106(4):199-200.

Widlitz M, Marin DB. Substance abuse in older adults. An overview. Geriatrics 2002
Dec;57(12):29-34.
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Cacoub P, Musette P, Descamps V. The DRESS syndrome: a literature review. Am J Med
2011;124:588-97.

Tas S, Simonart T. Management of drug rash with eosinophilia and systemic
symptoms (DRESS syndrome): an update. Dermatology 2003;206:353-6.

Bocquet H, Bagot M, Roujeau JC. Drug-induced pseudolymphoma and drug
hypersensitivity syndrome (Drug Rash with Eosinophilia and Systemic Symptoms:
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.
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.
Saltzstein SL, Ackerman LV. Lymphadenopathy induced by anticonvulsant drugs and
mimicking clinically pathologically malignant lymphomas. Cancer 1959;12(1):164-82.
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.

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

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

Shiohara T, Inaocka M, Kano Y. Drug-induced hypersensitivity syndrome (DIHS): A
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pharmacogenetics and clinical syndromes. J All Clin Immunol 2011;127(Suppl 3):5S60-
6.

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

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

Shaughnessy KK, Bouchard SM, Mohr MR, et al. Minocycline-incudes drug reaction
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Harrison’s Principles of Internal Medicine, 16th Edition.
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Detection, Evaluation, and Treatment of High Blood Cholesterol in Adults Adult
Treatment Panel Il — Third Report of the National Cholesterol Education Program
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Stedman’s Medical Dictionary, 27" edition, 2000.
Harrison’s Principles of Internal Medicine, 14" edition, 1998, p 2356 — 63.
CIOMS, Reporting Adverse Drug Reactions, 1999, p 29 - 30.

Kaplan & Sadock’s Synopsis of Psychiatry: Behavioral sciences and clinical psychiatry,
8t edition, 1998, pp 955-963.

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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http://www.uspharmacist.com/oldformat.asp?url=newlook/files/Feat/ACF2FF9.cfm
&pub_id=8&article_id=131.

e Stedman’s Medical Dictionary, 27t Edition, 2000.

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

Nurs 1992;8,2(May):133-147.
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e Buchanan, JF and Davis, LJ. Drug-induced infertility. Drug Intell Clin Pharm, 1984,
18(2): 122 - 32.

SMQ Y& 70|E BT 25.0 104
202243 ¥
000709


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

8 smMQ

off 'BEH(SMQ)

e

it

K

2 A

(2007 & 9

2.34.17H9|

AototE AL E

AL BH)S

HEO|M ZZ7HR| 2] 2o

of-g-o|gt o] 2o

Of SMQ 0| M, "HIZ

2.342% /M| 7| &

—

jol

g

old 7|sH HEy

HEHE

=
—

= O/X]

Bl
oMl

Klo
B0
20

w|r

ofu

il
oMl

old 7|5 SOl

= HIE

[0 Fet= O/K|

|=Ke]
T T

]

ol
[

o

t

il
—

F

N
o

o
T

SOC &4 ZAF 20

X<l

Ef(OF2h =

10

KO0
Jjo

14

aa

K0
oF
%0
80
N

& Z(SMQ)

Z-
=

AfOf
o=

H2H(SMQ); 7F

15

S C =
= -4

&E 58 A F

W& S SMQ) &

X
s

105

E BT 250

sMQ & 7to|
2022 4 3 &

000709



8 smMQ

AL SR U8 WEL O O|A H/E0/& YEHE 75 BOJ(SMQR| LIt ofLlL|Ct,
20] 0] 40| £20| EICtD TER AL, ARl FR0| LT &4 LA/
ol
AA

234345 =

HISO0lY I&a g8 %
7|5 Zol HEy
(20000137)
| |
HEO|M &t HS H 0|4 I8 7Is HE0|g 2182 S
- Oo

(20000138) ol AKX E A&

(20000139) (20000140)

1Y 2.9, HE0Y B HF X I/ Fof FEHSMQR] AS T

23448\ W/ELE ZM0| 2t |50 ChE A3

HIE0/E f/&# FF X 7/& o GESMQ= SMl X 2 AM 807t U&= ASH
F

SMQ YLIEE 2 22 9l o SMQ ef SN ¢ 3 2T Y Bt SlE BB
SMQ 9 SARILICHAM 1521 &), 49l SMQ &£ 8191 SMQ o 80152 Zestof H8Y
+ g,

2345 H/50/Y SEE IS U IS Hof HESMQ HD B

rot
Ao
M

e Harrison’s Principles of Internal Medicine, 16th Edition.
e Medline database.
e The Merck Manual.

e Dorland’s illustrated medical dictionary.

SMQ & 7H0|E HH 250 106
2022 4 3 &
000709



8 smMQ

E= H2i(SMQ)

it

e

K

2 A

(2007 & 9

2.35.1%9]

{0
=

—_

=
KO
o+

[a]Y]

P

L
=1

Ho
K

klo

N
KO
ol
ujJ

Ho
nal

—

EN
KO
o

JoO

ol

wjr
ojru

ot 290 x-

3|
o

A 2 KEMIO A

jarn §
(=

A7

AS(

LY 82| 7tA9

H

Wl
o
i
H

44

!

4

ol
Bl
I
K
dld

(M)
(W)

Gl

Pl
K

—

EN
KO
o

.

L]

=

o
wou

[o]]

_

il
ol

Kd
A

)
W)

—

EN
o

ou

K

14

o0

2.352Z /M| 7| &

—

ol
IH

107

E BT 250

sMQ & 7to|
2022 4 3 &

000709



8 smMQ

o

olo
o0

3

12| A

ok
I+
ol
ol
Kto
=
K0
oF

]
NI
1ol
o

olo
Bl
Khu

of

ol
g

ol

Ko

—

EN
KO
oF

X<l

oo
o

]
N

oo

K0

~NC

)

)

!

[

o
o

OH(SMQ)E 11243l O

XF
o

[
o=

51

| -

(20000103)

| EO{(AHEAE

EES

=
o

2.35.34|

[
Kt 2
. O
o
b S
oF &
<
A
. O
= S
KO S
oF &
5 o
T2
. O
gl mw
KO S
or &
I o
g 2
o+ O
N S
KO S
oF &
i
KO K =3
oF s =
o & 3
= S
o . S
ur Mo /2\
o &

108

SMQ)E

(:

S

=

o
o= &

b

tM 7| fIsiM = ot
[

-

=

=

&LICH E

Hzf(sMQ2| A

—

—

—te
(o]
PIN

d LCC

O:
=

= H&Ec 31

£33
=

| 2
o Zag 4+

AL
ik

[=
el

jire)
A~

o,
7

bol

af

L
—

XF.
(=

a3 2-10. &

L] CF.
HZA 25.0

1=

3

=

-
o

sMQ & 7to|
2022 4 3 &

=L fo):
000709



8 smMQ

2.35.4MA] W/ HMO| A

1t o Fof ciet o

oEE o

HE FE EE HifSMQe SM X 2E AM 807t U= HEH
SMQ YLICE AZ 7= 2/0f, 0] SMQ o] Al &M R =5 Z

SMQ o FAFSL|CHAIM 1.52.1 #X). 42 sSMQ = S
= AS Lo

2355 Q/AE HE HYt =Y

58 L= HH(smq B

b
o
re
o
Jhu

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

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

Dorland’s lllustrated Medical Dictionary — Saunders 2003, 30" Edition.

SMQ & 7tol=
2022 4 3 &
000709

HZA 25.0

109



8 smMQ

(SMQ)

e

it

K

2 A

(20124 9

2.36.1%4 2]

=2 o
Z 2| 24| 0| M (Brighton Collaboration) S| H2|of| 2}t of

(SMQ)=

HF X}
= 7

7

A

H ZE

H}
=]

E
—

A0 oigh 22t0]

S CHR7| ?lof /A LI

HEXF HEA
271 2o

4

7

A

IH

g 2
CH-S

~d

M4

K0

-

O

-

<0
Jjo

N\
<
Ofl

54

Lo
o
<0
o

pll
4
N

[§])
(W)

10

<r
of

Of ASLILH.

i

%IE

1of
TP
= 1

<d
K4

.I

Ef7F &0

CL|

A

ZefiH 2i|0]4

E
—

of tigt 2210

A

Al

7l ct

olJ

14

X0
<
or
Kr
ol

K4
KK
<

X0
<
or
Kr
ud

K4

KK
<

| = AND

110

E BT 250

sMQ & 7to|
2022 4 3 &

000709



7 smMQ

S
oo & = Ko
1 < o1 _
o3 ._w_u 1l o ._M ol -
KO = c 0 1y or K My
o ' s ' _ 0 = "
on O i o =4 L Klo
33 Ur ol ° 2 m._ ! < Rr
i _ L S U = S = md
o] S ol K © o 7 <
% & e S8 Rwug = S e - &
< = ~N 2 O © 5 = Jod ~
oMl - U T T = O
= % @l R I o @
o0 ) T g 1 S TR i 0
o R 3 = op 2 4 o uy =
_ N i o < = 1 o o oll O c
o < @ 1) 9o Ka 52 — g - a
o = AJMOmoaﬂo. o 2 N S
< zl 3 2 L o 4 - K o
= = _ <0 ado & o o H = 0
Ll o 5 <V %0 = = i S o
L0 = 4om_ngom_u_._._7 0 Ok _
T o o BB % Mo 0 oL
T miotoo%axﬂ_@@ | ~ &
E ] oo = =& Y o tho
N 7T | - N s = Y W = oo —
._Iml H@_ M O_L _AH N _n_._A 1 ._OL B w A_ O._Lo IDl E.E
ol W} A< P Ie] ol Ao =
< < 10 < FRu b = K L-
“_ ~ _|_._O M |__AIL w 3 0 o IDl O._L° ml_g N ._In_ul |__L ﬂt
Moﬂwm_ ~, OH n rfmuoﬁuﬂ% ol &= ™ o
X0 H i B < 1 n_I_L4|I+L|7_u oY H =
<N = xﬂw_%7§iom_ =" = i
o T R 2 RammE R ® <
mﬁmlolz or ok - A_.E_u._/%ur_u.ﬂ_a_/_mﬂ S & oF o KM
3 & Rl KH ) o o = ol 40 5 Q8 = N RO ol
cagel M KH <k KM o3 & 2y K o & o Rr= 10 n uw
™M _M_u_ ur ~ mor all o = KM il Al_E |O_H F.w al .qu Mw m__m MI
Kkl FR o T0 of % WJ mue m__.u .m T Rl ™NW ,m,_ = K %D ur
F oo X Mﬁ&wo ﬁ@maﬁokkw o B o o
| ol p..._ﬂ____ﬁxﬁw |mmﬁoﬁw_uu 3 oT T Kooy oK
JoO Ko &d ol E K 7l N T _._._ U
H o oo - o 2 R’ = R KH
o 1 - o] B0 E ™ Y0 R K B S
% _ . = Emio 330 0 © K o oo <+
o ° = 1 | ol H_._ﬂ _A._o ._Imﬂ = _A__“_ o o T
I | N o Jod ol -~
. Ry AU = < ol
w0 K2 o=k "
= 51 2
V=& = g 5w 3 K
—. H ol e = ol
K = ol m v °
od (qV] P I_A_I_I °
o ™

111

HZ 25.0

1=

SMQ @2 o]
2022 4 3 ¥

000709



8 smMQ
ol CHet

F

Ka

=
=

A S/EE HMo| 2t o

2.36.4

SMQ YL,

2 Lda|F

72 2 (SMQ,

.
HE £ HY

/2

H,
o

Mol =7tstod, gf

L

—-

joll

XMe| aHgofA Al

foF

74 AH
(o |

o &€a2[S2 ofel 7|A &l Breh 0]

[

L|Ct.

A
=

o3

ol

Z4 AH
(o= R

XNE|2 AZTEQ| 0

HAM S
[= R i o
ML},

ofru
Kio

Klo

| Sl HO[HME H2 B2,

A

SMQ)O| CHet €n2|EF2 A or (B

/.

HIX,
= 7

1=k

LICt. g/ & & T4 FE

off ol H

=
[=]

and Q)L ¥1g|

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

112

E BT 250

sMQ & 7to|
2022 4 3 &

000709


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

8 smMQ

2.37 ZLUHEESMQ)

HY =)

I

K

2 A

(2008 H 3

2.37.1H9|

LY R (intraocular pressure, IOP)

(©)
[l

ofl
[\

<J

= 9

X o
= =

27t =g

=
=

o Hy

B <0
._|O _._._ﬂ
mo <

g &+ AU

-

joll

OF
o

<

X

N2 sUE: BE MAZH o

% gL,

~

Xt
(=]

Ef S| =Ly

E|

.
=0

A| OFI

7|El §H:

N3
=

20t SUE: E&; S0, OFs7| 2= H2E7|0f Al

K|o

oju

{oF
Z0

-

KO

Ar
0
<

Xl

X

ol
o<

-

]

oju

Chot

o HOOA ELt E8;

&o

113

E BT 250

sMQ & 7to|
2022 4 3 &

000709



GLCTA RTAHG A 1)2] =HHO|7t

—

—

8 smMQ

Oj=0f A 2F 100,000 &2 =T S

=0

NN

K4

oF

X

H,
IOP &5, 754,

ol
IoR:

S7t

mﬁ

o
¥

o=z

q

=

a

X g,

=
—=

gl

HE£0| o &Lt

o=z 0|0X|=

Al
=3

ol

folr

L C

20| ‘4o =7[0f, MOIHC} 6~8 Hf &f Xt

o
N

<

o/

|

A

~
Klo

P o8z J|Et QARG

O] AFLICt
PT

—

repl 2

L|Ct.
212

F

=

.

o
A K= AlE Y

.'

SHA| B7] =
S

ofg == UAS L Eoh I0P 7t 22 L8 MES2 ALE £40] TH
=

¥

—

IOP 7t &2l AtE O] =Ly
C

HLGT =L/& &

HIAH
= O
N|
—

2.37.2E8/HQ| 7|=

oo
Klo
0o
B
md
!

0| ={0| 7Lt S

=

=

M g 80 sHEO

Al
(=]

i

114

HZA 25.0

FI1Y K& 71 %

1=

X 2l

sMQ & 7to|
2022 4 3 &

000709



8 smMQ

AL 07 “F & (normal)’0] 2RALL =4 o7t 2X| B2 SOC Z& ZAF 80

Slg oIt 8of

JE
=
0
ot
Lo

bl
=
rir

T M 2H0| met SHLE ZRatshe 2t SMQ E A A0 AFESHOF & 5= S LT
2.37.38A| S/EE HMo Zu o F0f Cfst F1

ZLEESMQO = M S 2T AM E0{7F ASLICE AbMeh = M4 1521 0 7| &0

AL

23745 F(SMQ D 2H 25

Dorland’s Medical Dictionary.

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

http://www.merckmanuals.com/professional/index.html
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http://www.ncbi.nlm.nih.gov/disease/Glaucoma.html

Edward B. Feinberg, MD, MPH, Glaucoma, Encyclopedia update 7/24/2004.

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

e-Medicine — Glaucoma, Secondary Congenital — Article by Inci Irak, MD last
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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. eMedicine. 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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e Merck Manual of Diagnosis and Therapy, 17" edition, 1999.

e Vestibular Disorders Association, www.vestibular.org.
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e Oki JC and Isley WL. Diabetes mellitus. Pharmacotherapy: A Pathophysiologic
Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds). McGraw-Hill: New York,
2002. pg. 1335-1358.

e Powers AC. Diabetes mellitus. Harrison’s Principles of Internal Medicine (15th Ed).
Braunwald E, Fauci AS, Kasper DL et al (Eds). McGraw-Hill: New York, 2001. pg. 2109-
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e Vanrenterghem YFC. Which calcerineurin inhibitor is preferred in renal
transplantation: tacrolimus or cyclosporine? Curr Opin Nephrol Hypertension 1999;
8(6):669-674.

e Fraenkel PG, Rutkove SB, Matheson JK et al. Induction of myasthenia gravis, myositis,
and insulin-dependent diabetes mellitus by high-dose interleukin-2 in a patient with
renal cell cancer. J Immunother 2002; 25(4):373-378.

e Costa J. Corticotrophins and corticosteroids. Meyler's Side Effects of Drugs (14th Ed).
Dukes MNG (Ed). Elsevier:Amsterdam, 2000. pg. 1364-1395.

e Coates P. Miscellaneous hormones. Meyler's Side Effects of Drugs (14th Ed). Dukes
MNG (Ed). ElsevierAmsterdam, 2000. pg. 1520-1526.

e Heck AM, Yanovski LA, and Calis KA. Pituitary gland disorders. Pharmacotherapy: A
Pathophysiologic Approach (5th Ed). DiPiro JT, Talbert RL, Yee GC et al (Eds).
McGraw-Hill: New York, 2002. pg. 1395-1411.

e Currier J. Management of metabolic complications of therapy. AIDS 2002; 16(Suppl
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e Fantry LE. Protease inhibitor-associated diabetes mellitus: a potential cause of
morbidity and mortality. JAIDS 2003; 32: 243-244.

e Henderson DC. Atypical antipsychotic-induced diabetes mellitus. CNS Drugs 2002;
16(2):77-89.

e Citrome LL. The increase in risk of diabetes mellitus from exposure to second-
generation antipsychotic agents. Drugs of Today 2004; 40(5):445-464.

e Melkersson K and Dahl M-L. Adverse metabolic effects associated with atypical
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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.

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.

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.
Pedjatrics. 1981;68(5):650-659.

Daptacel® [package insert]. Toronto, Ontario, Canada: Sanofi Pasteur Limited; 2008.
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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.

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.

Da Silva, FT, De Keyser, F, Lambert, PH, Robinson, WH, Westhovens, R, and Sindic, C.
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Kuek A, Hazleman BL, Ostor AJK. Immune-mediated inflammatory diseases (IMIDs)
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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):
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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): 473-477.

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%20and%?2

OLacrimal%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.

SMQ & 7tol=
2022 4 3 &
000709

T 25.0 178



8 smMQ

2.61 =dH| Holj(sSMQ)

e

it

K

2 A

(2008 H 9

2.61.1H9|

35% S AtX|2

OF
2

of S22l

-

KO

=
I

olo

=

of2f a8

[T Lkt

s

TEo FTEN =Y

get

wjr

= OREZER 2

A2Ho] glsLICh

4

NERCPS

ol
Klo

o, ==tEl Alof, M QIX| Hz}, =

JH
0l

Klo

AL

YENZFE =2

M
(=]

‘2 2Hz di

i

]

-
()

L|Ct.

8

S 7I=200F ¢

the ol

=13
=

B2 Yt

5}

Atolel 3

etz EMZFH):

FH ek = gHel 2o, dHF22L 2y

Kir

wl

T8l =

wl
ol

2.61.2Z28/HL| 7| &

—

ol
IH

0o

Klo
0
ol
o8
'
_II_
T

179

E BT 250

sMQ & 7to|
2022 4 3 &

000709



- HLT &Y PZX #2) &2 Y HEHYE H2) HLT +F3 X2 A= HLT
YLYE SEfOl &8He MHE PT

=

o K<

T M 2H0| met SHLE AR atshe 2t SMQ E TAIK A0 AFESHOF & 5= UELIC.

2.61.34A| Sl/E= AAMo| Zu} o =0f CHS &

A SsmQOl= &M X =T FM 07t ASLICE AMet s M 15210
7|1 Z &5 AL

2.61.4+F4 FofsmQ) B 281 B8

e West S Epidemiology of cataract: accomplishments over 25 years and future
directions. Ophthalmic Epidemiol 2007 Jul-Aug;14(4):173-8.

e Abraham AG; Condon NG; West Gower E The new epidemiology of cataract.
Ophthalmol Clin North Am 2006 Dec;19(4):415-25.

e Robman L; Taylor H External factors in the development of cataract Eye 2005
Oct;19(10):1074-82.
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e Robles, DT. Lipodystrophy, HIV. eMedicine, 24 June 2008.
http://www.emedicine.com/derm/topic877.htm

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.
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o AY TYQ FoE Ao AT wtME HFEMSLCHO: Devita et al 2005,

Peckham et al 1995).
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e Vinjamaram, S. Non-Hodgkin lymphoma.
http://emedicine.medscape.com/article/203399-overview

e Dessain, SK. Hodgkin lymphoma.

http://emedicine.medscape.com/article/201886-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.
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Chassany O, Michaux A, Bergmann JF. Drug-induced diarrhoea.

Drug Safety, 2000; 22(1):53-72
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e Kasper D, Braunwald E, Fauci A, et al. Harrison's Principles of Internal
Medicine. 16th edition, 2005, page 2480-83.
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e Jain K. Drug induced neurological disorders. 2001; 2" edition: p. 23.

e National Institute of Neurological Disorders and Stroke, 2006.

e Encephalopathy. Gale Encyclopedia of Neurological Disorders 2005. From the

Thomson Gale Group Inc.

e Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17t
edition; 1999: 362-3.

e Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17th
edition; 1999: Chapter 171.
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Beehrs M and Berkow R. The Merck Manual of Diagnosis and Therapy. 17t
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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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e Bozkurt B, Kamat | and Hoetz PJ. Myocarditis with COVID-19 mRNA Vaccines.
Circulation 144 (2021) 471-484

e Brighton Collaboration myocarditis/pericarditis case definition (accessed online
on 14 December 2021)

https://brightoncollaboration.us/myocarditis-case-definition-update/

e Butta C, Zappia L, Laterra G and Roberto M. Diagnostic and prognostic role of
electrocardiogram in acute myocarditis: A comprehensive review. Annals of
Noninvasive Electrocardiology 25 (2020) 125-134

e Daniels PR, Berry GJ, Tazelaar HD and Cooper LT. Giant cell myocarditis as a
manifestation of drug hypersensitivity. Cardiovascular Pathology 9 (2000) 287-
291

e Imazio M and LeWinter M. Evaluation and treatment of pericarditis: a
systematic review. JAMA 314 (2015) 1498-1506

e Masek KP and Levis JT. ECG Diagnosis: Acute pericarditis. The Permanente
Journal 17(4), (2013)

e Mevorach D, Anis E, Cedar N et al. Myocarditis after BNT161b2 mRNA Vaccine
against Covid-19 in Israel. New England Journal of Medicine, October 6, 2021

e Patone M, Mei XW, Handunnetthi L, Dixon S et al. Risks of myocarditis,
pericarditis, and cardiac arrhythmias associated with COVID-19 vaccination or
SARS-CoV-2 infection. Nature Medicine (2021) (accessed on 14 December
2021)
https://www.nature.com/articles/s41591-021-01630-0
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e Taliercio CP, Olney BA and Lie JT. Myocarditis related to drug hypersensitivity.
Mayo Clinic Proceedings 60 (1985) 463-468

e Witberg G, Barda N, Hoss S et al. Myocarditis after Covid-19 Vaccination in a
Large Health Care Organization. New England Journal of Medicine, October 6,
2021
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e Donahue SP, Khoury JM, and Kowalski RP. Common ocular infections. A
prescriber’'s guide. Drugs. 1996 Oct;52(4):526-40.

e 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.
http://www.merck.com/mmhe/sec06/ch096/ch096d.html
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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.
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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 Osteonecrosis. Merck Manual Home Edition.
http://www.merck.com/mmhe/sec05/ch064/ch064a.html

e Levine, M., Rajadhyaksha, A., and Mont, M. Osteonecrosis, hip. eMedicine,

http://www.emedicine.com/orthoped/TOPIC430.HTM

e Tofferi, J. and Gilliland, W. Avascular necrosis.

http://www.emedicine.com/Med/topic2924.htm
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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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Hobar, C. Osteoporosis. eMedicine, 16 December 2005.
(http://www.emedicine.com/MED/topic1693.htm)

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.

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 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 Classifying 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/

SMQ Y& 70|E BT 25.0
2022 4 3 &
000709

250


http://www.egtm.eu/

8 smMQ

2.86 THikxr (SMQ)

e

it

K

2 A

(20144 9

2.86.1%4 2]

O X (>300 mg/24h) & L|Ct.

a4

=
I

—

L

H YL Ct.

!

jol

)t

SO

ulJ

g oo 2o

=<

CH7H

| At CHERE /3 2f|OFE| Hl H|(> 45 mg/mmol

olo
0=

StALE

=
=

30 mg/day Y LILCt.

E

ol

- 30~300 mg/day(20~200 pg/min)e| L0 Wi 2 0| SER =2 7HFEH, O

16

ol

Klo

AT EFe

o AT Oz I8l Z=2fE LTt

o AtTH|

S|
(=]

f

L|ct.

8

e
o
=

Ciehol S+

B EHe

A

T M=2te| B A M54 oz Qs =2 E L Ct

O

114

IH

14

=
I

—

L

o

=
—

AT} [ 2

HOJl: HCO3 A&, S, ofd|

Zgl

29| Mzt 7|52| BHE

AR E2|(0] &

O

ud

T

rn

ar
[=H]

4

E

251

E BT 250

sMQ & 7to|
2022 4 3 &

000709



8 smMQ

L|ct.

St
=1

IHCH7H < 1 g/day)S =zl

‘o2 S0tz [ o ZEL(Ct.

87 Y

218 EHYn

B

=<

o

(AFEf=0| 2Lt

o

2t

ol

L|Ct.

OF A
Lo d

ok

—_

jod

M7t ER5HA

b

00 Jo

oF T
T our

o O

2.86.2XE8/H|e| 7|&

o ~
Mo
KO m

-2 obE| L HI)Of o8t 24 A

ol
—

oF

=
x|
=

(

KM H

ol

HIEt 2 OO|A 2= 2

ujJ

14

oju

foF

9L PT M B0 ot

/

| 25

X
=

1=/
=l

/L

£
L= |

StE|O, PT

I

10
od

=

ok
LS

0| X0|x] =

E
=

X 2l

S N S22l 7|5 $HBPT HYE

Klo

wou

A

X0
Jo

7

s

PT &/& Z2to) o/at F& M2 Ao L0|=& =Y

Z5 Y
L)

252

E BT 250

sMQ & 7to|
2022 4 3 &

000709



- &73F TSiE, BUN, 2 2O0tE[H,
C

eI
e Of LU MAISHE 224 U MF

g 0= MelEuct

- BHIAEOIA 4TT £B AUD 4] 0T} gl SOIZ 0|80 TS B0
o WO STrehs AOR TIFEIQIH PT 2542 N QlstE, 4] 07} gl
ut ZA ol FlgLCt

2.86.38A| Sl/EE HMO Zu} o =0f Cfst Fn

B aSMQOE SM =T A 8017t AELICH XMt Ha= 44 15210 7|ZE O
AL

2.86.4 /i (SMQ) T 28 BE

e Harrison's Principles of Internal Medicine: Chapter 44. Azotemia and Urinary

Abnormalities
e Merck Manual for Health Care Professionals: Proteinuria
e Merck Manual for Health Care Professionals: Overview of Nephrotic Syndrome

e Current Diagnosis & Treatment: Nephrology & Hypertension: Chapter 1. Approach to

the Patient with Renal Disease
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e Merck Manual of Diagnosis and Therapy, 1999. 17t Edition.

e Principles and Practices in Infectious Diseases, Mandell, Douglas, and Bennett, 2"
edition.
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2.834FHE X FUEH Fofsm B =8 =5
e Dorland’s lllustrated Medical Dictionary, 29t Edition, WB Saunders 2004.

e American Psychiatric Association: Diagnostic and Statistical Manual of Mental
Disorders, Fourth Edition. Washington, DC, 1994.
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2013 3 5 X} MA m D&Y A ZX|Z(Fifth World Symposium on Pulmonary
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Diagnosis and Assessment of Pulmonary Arterial Hypertension. Journal of the

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

e 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.

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

e Nally JV. Acute renal failure in hospitalized patients. Cleveland Clinic J Med 2002; 69:
569-574.

e Thatte L, and Vaamonde CA. Drug-induced nephrotoxicity-The crucial role of risk
factors. Postgraduate Medicine1996;100: 1-15.
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e 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

e 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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Basic requirements for the use of terms for reporting adverse drug reactions (V).

Pharmacoepidemiology and Drug Safety 1993; 2:149-153.
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e Reporting Adverse Drug Reactions. Definitions and criteria for their use. C/IOMS

publication, Geneva, 1999.

e Poels PJE and Gabreéls FJM. Rhabdomyolysis: a review of the literature. Clin Neurol/
Neurosurg 1993; 95:175-192.

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
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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Roujeau JC and Stern RS. Severe adverse cutaneous reactions to drugs. New England
Journal of Medicine 1994; 331: 1272-1285.

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

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

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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Sadock BJ, Sadock VA, Ruiz P. Selective serotonin reuptake inhibitors. In: Kaplan & Sadock's
Synopsis of Psychiatry, Eleventh Edition, Wolters Kluwer, Philadelphia (2015), p1013.

Healy D, Le Noury J, Mangin D. Enduring sexual dysfunction after treatment with
antidepressants, 5a-reductase inhibitors and isotretinoin: 300 cases. International Journal of
Risk and Safety in Medicine (2018), 29:125-134.

Bala A, Nguyen HMT, Hellstrom WJG. Post-SSRI Sexual Dysfunction: A literature review. Sexual
Medicine Reviews, (2018), 6(1):29-34.

Rineke Gordijn, Martina Teichert, Melianthe P.J. Nicolai, Henk W. Elzevier, Henk-Jan Guchelaar,
Adverse drug reactions on sexual functioning: a systematic overview, Drug Discovery Today,
Volume 24, Issue 3, 2019, Pages 890-897.

Trenque, T., Maura, G., Herlem, E. et al. Reports of Sexual Disorders Related to Serotonin
Reuptake Inhibitors in the French Pharmacovigilance Database: An Example of
Underreporting. Drug Saf 36, 515-519 (2013).
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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).
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o Diffuse connective tissue disease. In: Beers MH, Berkow R, editors. The merck manual
of diagnosis and therapy. 11" ed. Whitehouse Station: Merck Research Laboratories;
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.

"Harrison’s Principles of Internal Medicine,” 14th edition, pp 1874 — 1880, 1998.
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e The Merck Manual, 17" ed., 1999, p 687.
e Harrison's Principles of Internal Medicine, 14™ ed., 1998, pp 173 - 175.
¢ Doty, RL et al. Influences of antihypertensive and antihyperlipidemic drugs on the
senses of taste and smell: a review. J Hypertens 21: 1805 —-1813.
e Dorland’s Medical Dictionary, 28" ed., 2001.
SMQ 2& 7to|= B 250 299

2022 4 3 &
000709



8 smMQ

2103 4 HZ % el Holj(SsMQ)

HY =)

I

K

(2015 4 3 & A

g9l

2.103.1

oy

Klo
X

N

od

= Qlgff =efE L.

xHao

"o 2 KPS

(o]
=

— —
£ e o

o[ of

X OIX}:

ol
0

Eldd 80| =2 7| |z o AZLIL.

FOIXtE AR e

==

Zof &3

]

H

E
FEid2|of Cigt Of

100
Al
8l

O
ol

~

N

7
<In

ol
OH

=
T

ofel &8 32

oK

o0

—

jod
[N}

X0
EN|
Bl
ol

=
wd

f

PR, 2K

| -

EH =0

™

A AR A5 LT,

Klo

300

E BT 250

sMQ & 7to|
2022 4 3 &

000709



8 smMQ

Klo

i
T
ol
Tl
o
100
80

gl
M
pal|
Kr

X2

= Alg 80

F

—

.
()

EH
=

=

oHA 2
=Za/He 7|1E
1/Q1LH oo T

—

EFOIX}
43

A
7

2.103.2

ao

-

Klo

-

122 HZHEY, v

5
L|CF.

=0 AFSAL 28

x

ol

.{

7
i

1
jol
IH

!

| 8012

ok
F0
or
o/
80
al
nJ

X<l

114

Klo
70
T
70
B0

.

~d

0o

-

Klo
oK
fol-
)
X0
ur

ol

301

HZA 25.0

1=

sMQ & 7to|
2022 4 3 &

000709



8 smMQ

Aol 2

Xt
(=]

[ |
o
Kl

Fol=ofl o
7 &5 Z 2L FojsmPils SM K =Y A 8071 AS LI AtMet Hi= M

15210 7|=&[0f AFLC

=2

¥

rir
El

2.103.3 Al 9/

2.103.4 &5 X 2] FofsmQ) B 2 &

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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Dorland’s Medical dictionary accessed online on as
http://www.dorlands.com/def.jsp?id=100051907

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

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

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

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

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

e Marriott HJL and Conover MB. Polymorphic ventricular tachycardia. Advanced
Concepts in Arrhythmias (3rd Ed). Mosby: New York, 1998, pg. 293-310.

e 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.

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

publication, Geneva, 1999.

e Josephson ME and Zimetbaum P. The tachyarrhythmias. Harrison’s Princijples of
Internal Medicine (15" Ed). Braunwald E, Fauci AS, Kasper DL et a/ (Eds). McGraw-Hill:
New York, 2001, pg. 1292-1309.

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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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.

European Group on Tumour Markers (EGTM). http://www.egtm.eu/
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The Vasculitis Syndromes. In: Harrison's Internal Medicine16™ Edition [book online].

The McGraw-Hill Companies, 2007. http://www.accessmedicine.com. Accessed may 8,

Savage COS et al. ABC of Arterial and Vascular Disease, Vasculitis. BMJ 2000 May;
2007.
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CIOMS = K| 2| 57| 8 2| 3| (Council for International Organizations of
Medical Sciences)
cH O| k= 2 x| =3}2| & 3 (International Council for Harmonisation
of Technical Requirements for Pharmaceuticals for Human Use)
JMO A= 7 X2 7|7 (Japanese Maintenance Organization)
LLT |52 0f(Lowest level term)
MAG MedDRA 2| 4% &7 (MedDRA Analytical Grouping)
MedDRA = A 2| 2}-& 0f (Medical Dictionary for Regulatory Activities)
MSSO (= A e|E20) FX|- 22| 7| F([MedDRA] Maintenance and
Support Services Organization)
NEC Eha| 25X 22(Not elsewhere classified)
PT CHE 8 0{(Preferred term)
SMQ HFE AMO| =5 (Standardised MedDRA Query)
SOC 7| 2A o 257 (System organ class)
SSC 8 HM H=(Special search category)
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