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

Harrison’s Principles of Internal Medicine, 15th edition, Eugene Braunwald [et al.],
McGraw-Hill, 2001.
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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.

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

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

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

e 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.

e Watemberg NM et al. Central Anticholinergic Syndrome on Therapeutic Doses of
Cyproheptadine. Pediatrics. 103(1):158-60, Jan 1999.
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e Polyarticular joint pain. The Merck Manual for Health Professionals,

293

http://www.merckmanuals.com/professional/musculoskeletal and connective tissue dis

orders/symptoms of joint disorders/polyarticular joint pain.html
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CIOMS publication, “Reporting Adverse Drug Reactions: Definitions of Terms and
Criteria for their Use”, pp 89 — 90, 1999.

The Merck Manual, Seventeenth Edition, pp 556 — 568, 1999.
“Harrison’s Principles of Internal Medicine”, 14th edition, pp 1419 — 1426, 1998.
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Breast neoplasms,
malignant and
unspecified (SMQ)
(20000149)

Breast tumours of
unspecified malignancy
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Breast malignant tumours
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(SMQ) é2:3af) i g Lwil) c(gail) 2] 19/ aVaiuly Aualdl) g2l jaly dil 2,125

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://egtm.web.med.uni-muenchen.de.

28.1 Llaal SMQ @ledainy (sugaill Jilall
2025 i
001277



43,8 SMQ cladlaiu

(SMQ) (ol a3 sl 2,13

(2006 _aisw zUisy) @)

i pdll 2131
Aol cladal) Jpa 5 5 JSE 8 )l 6 g abaill ol jlual e

o sl (5300 (Sealind Gl shaal e il g il ol (o sl s 3 (S eS @ laal oy Ul plail) il ()5S, 5 @

(Ot ) Ofie saaa ) aBll Gl il sy @
elall wail ) =
ol Al )l —

i/ paall) julaa 2.13.2
anidhle o
o i 8350 g 5 a5l L) ylacal @IS 8 Lay o lil) aliill il ylacsaly e yall S g1 en =
Aol ) s yuia Jna s Aibaind) Sl paill 5 (ECG) wlil) ds_jeS Laladia cilallaan cppanial
bdla_\.\.uf ) V’B:’ L [
Jaray Lalall cilallaiaall g Alall dadalilly ddagi pal) dpasd il lla gadll g le) a YU faldll clallaaddl -
35035 (o G a3 Y sl Apa o ) pd A ) iy e

s aY 1 il Ga Jeaiia SMQ pdwind (SMQ) QT 5,58 byl siil 5 piain) il 53 sy 57280 25 1a gala
& (SMQ) QT 5.8 ULl siill 5 picin) il 1 53 Alas 57350 (ppanialy o 53 ¢ o) alaill ol plaial i¥a wpend Jala
Caad)

32 28.1 J)aal SMQ edlainsl (5356l ol
2025 i
001277



43,8 SMQ cladlaiu

e g 48 2.13.3

Cardiac arrhythmias
(20000049)
| |
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e Harrison’s Textbook of Internal Medicine.
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e Dorland’s lllustrated Medical Dictionary, Saunders, Philadelphia, 2000.
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1999 May;14(3):250-62.
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Central nervous system Central nervous system vascular
haemorrhages and disorders, not specified as
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Verrelli, M. et al Chronic renal failure. eMedicine, accessed 2011-09-26:
http://emedicine.medscape.com/article/238798-overview
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of 1. Terms and criteria for their use. Council for International Organizations of Medical
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e Commission on Classification and Terminology of the International League Against
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Hollander DA; Aldave AJ Drug-induced corneal complications. Curr Opin Ophthalmol
2004 Dec;15(6):541-8.

Dart J. Corneal toxicity: the epithelium and stroma in iatrogenic and factitious disease.
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Zhu N., Zhang D., Wang W. A Novel Coronavirus from Patients with Pneumonia in
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Cascella M, Rajnik M, Cuomo A, et al. Features, Evaluation and Treatment Coronavirus
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Zaim, S., Chong, J. H., Sankaranarayanan, V., & Harky, A. (2020). COVID-19 and Multi-
Organ Response. Current Problems in Cardiology, 100618. Advance online publication.
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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.
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e http://www.uvm.edu/~jkessler/NP/neumyshe.htm#anchor4438902.

e Gale Encyclopedia of Neurological Disorders .2005 .The Gale Group, Inc .
e Stedman’s Medical Dictionary 26th ed.

e Demyelinating Diseases .Walter R. Timperley, M.D. Lecture .2000 .
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e 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.
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Major depressive episode. Diagnostic and Statistical Manual of Mental Disorders (4th
Ed). American Psychiatric Association: Washington DC, 1994, pg. 320-327.

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

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

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

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.
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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 Epidemiologic
Survey on Alcohol and Related Conditions .J Clin Psychiatry 2006 Jul;67(7):1062-73 .
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The Merck Manual assessed online as
http://www.merck.com/mmpe/sec05/ch055/ch055d.html.

Harrisons Principles of Internal Medicine, McGraw Hill accessed online as
http://www.accessmedicine.com/search/searchAMResult.aspx?searchStr=Eosinophilic+

pneumonia+&rootTerm=eosinophilictpneumonias&searchtype=1&root|ID=12837&gobac

klink=1&drug=1
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Extrapyramidal

(20000095)

o goal 4l 2.31.3

Akathisia
(20000096)

Dyskinesia
(20000097)

Dystonia
(20000098)

Parkinson-like
events
(20000099)

(SMQ) L) g S il sbd¥) da jlia pdaiuls QA (cagd) £ Ay .2-8 (A sl pu )l

polaiu) il adgi g/ g (Gabii Jsa cligale 2.31.4
GOy Gl gl sl Gl lallaas (e S Jads a8 SMQ oDt (SMQ) de el g S oY) Lo o 1) 323
il gl sl s Gl ) allaae il Basell e SMQ ciledlaind) Silas 138 SMQ sl 05 ¢ a el 7z 5
e il SMQ ladaiasd 383 53 sal) clallacadll zrar e Jalill SMQ pdbaiadd sk (Kar (1.5.2.1 il

(SMQ) sl g IS byl Lo e pdaiuly Lualdll gl yally aild 2.31.5
e Stedman’s Medical Dictionary, 27" edition, 2000.

e Harrison’s Principles of Internal Medicine, 14™ 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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Jadlly el Ll e a2 1 e i SMQ pdlaiasd Glail dalia pe "aladinl) au sa clalhias aed cole J ik sale
& i) - 3le) jo MedDRA (seadine Sle om0 Gl HLia¥) o 8 alaia¥) clla e Jilil) s i) e
Glalbiaall fpaai g il Aad jall YA a5 die "aaA5WY] aa s Glallias aladiu) &3 1) b - ag daldd) clill)
oob WS Aal) @ld

e lameal) b Lo dileio diz L LT pllaas ) W e o5 A cillal) (paai 281 Grariiioad) e any il sale
laia) OV s il e aeliy 38 4 (s SMQ 2Dl b arins PT lhns Wla b jo e sllacad)

plaiady) il adgi glf g Gadii Jgs cigala 2.32.3

Agluadill culds galall ‘_“993)3?3 ,cu\)l\} duall sl Cilallaias (SMQ)(‘_;LWJzJ/Jquﬂﬂ/jw;l/)ufd/uY(_smM
1.5.2.1 axdll b

(SMQ) (il il 3 o il 5 Siad)) ot ] S¥La pNlatualy dualid) ) jalls Aails 2,324

e 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 i

d=8&article_id=131.
e Stedman’s Medical Dictionary, 27" 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 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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Gastrointestinal
nonspecific inflammation
and dysfunctional
conditions
(20000137)

o) goal 4y 2.34.3

Gastrointestinal
nonspecific
inflammations
(20000138)

Gastrointestinal
nonspecific dysfunctions
(20000139)

Gastrointestinal
nonspecific symptoms
and therapeutic
procedures
(20000140)
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e Harrison's Principles of Internal Medicine, 16th Edition.

e Medline database.

e The Merck Manual.

e Dorland’s illustrated medical dictionary.
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Gastrointestinal perforation,
ulceration, haemorrhage or

obstruction
(20000103)
\
Gastrointestinal
perforation, ulcer, Gastrointestinal Gastrointestinal Gastrointestinal Gastrointestinal
haemorrhage, obstruction ulceration perforation haemorrhage
obstruction (20000105) (20000106) (20000107) (20000108)
nonspecific
findings/
procedures
(20000104)
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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, 30" Edition.
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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.nIm.nih.gov/medlineplus/ency/article/001620.htm#Definition .
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e-Medicine — Glaucoma, Secondary Congenital — Article by Inci Irak, MD last updated
December 1, 2005 www.emedicine.com/oph/topic141.htm.
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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 CIOMS publication, “Reporting Adverse Drug Reactions :Definitions of Terms and
Criteria for their Use.”
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e 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 Reporting Adverse Drug Reactions .Definitions and criteria for their use .CIOMS
publication, Geneva, 1999.
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e Dorland’s illustrated medical dictionary, Saunders, Philadelphia, 2000.
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vestibular disorders
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e Stedman’s Medical Dictionary, 27" edition, 2000.
e Merck Manual of Diagnosis and Therapy, 17" edition, 1999.

e Vestibular Disorders Association, www.vestibular.org.

e Otorhino-Laryngology, James B. Snow, Jr., 1979.
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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 Principles of
Internal Medicine (16th Ed). Kasper DL, Braunwald E, and Fauci AS et al (Eds).
McGraw-Hill: New York, NY. 2005. pg. 252-263.
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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. Pediatrics.
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. Nature
Reviews Disease Primers. 2018; 31 (4).
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biologic therapy: a medical revolution. Postgrad Med J. 2007 Apr; 83(978): 251-260. doi:
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Puzanov I, Diab A, Abdallah K, et al. Managing toxicities associated with immune
checkpoint inhibitors: consensus recommendations from the Society for Immunotherapy
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Stone J, and DeAngelis L. Cancer treatment-induced neurotoxicity: a focus on newer
treatment. Nat Rev Clin Oncol. 2016; 13 (2): 92-105.

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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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 Harrison’s textbook of Internal Medicine.
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e Dorland’s lllustrated Medical Dictionary, 30th Edition; 2003 .pp 590-2.
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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
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e Thampy, H. Eyelid and lacrimal disorders.

http://www. firstinmedicine.com/summarysheets files/Ophthalmology/Eyelid%20and%20
Lacrimal%Z20Disorders.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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West S Epidemiology of cataract: accomplishments over 25 years and future directions.
Ophthalmic Epidemiol 2007 Jul-Aug;14(4):173-8.

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

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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e DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th
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e Peckham, M; Pinedo, H,.Veronesi, U. Oxford Textbook of Oncology. 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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e Creation of a better medication safety culture in Europe :Building up safe medication

practices Expert Group on Safe Medication Practices (2006.(

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

reporting of adverse reactions to medicinal products.

e Center for Drug Evaluation and Research (CDER), the Division of Medication Error

Prevention and Analysis (DMEPA :(
http://www.fda.gov/drugs/drugsafety/medicationerrors/

e 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.

e European Medicine Agency :Medication errors .

http://www.ema.europa.eu/emal/index.ijsp?curl=pages/special topics/general/general co
ntent 000570.jsp

e 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#a
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¢ 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 Besa, EC, Woermann, UJ, Krishnan, K. Myelodysplastic syndrome .eMedicine, 10
October 2011; http://emedicine.medscape.com/article/207347-overview

e Tefferi, A and Vardiman, JW .Myelodysplastic syndromes .N Engl J Med 2009, 361(19):
1885 - 1872
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Levenson JL .Neuroleptic malignant syndrome .Amer J Psychiatry 1985; 142(10):1137-
1145.

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

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

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

Neuroleptic malignant syndrome .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.32-31 .

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

Crismon ML and Dorson PG .Schizophrenia .Pharmacotherapy A Pathophysiologic
Approach (5" Ed) .DiPiro JT, Talbert RL, Yee GC et al (Eds) .McGraw-Hill :New York,
2002, pg.1242-1219 .

Hasan S and Buckley P. Novel antipsychotics and the neuroleptic malignant syndrome :
a review and critique .Amer J Psychiatry 1998; 155(8):1113-1116.

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

Ananth J, Parameswaran S, and Gunatilake S et al .Neurolepetic malignant syndrome
and atypical antipsychotic drugs .J Clin Psychiatry 2004; 65(4):464-470 .
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* Clinical Neurology, 7™ 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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Schreier R. eMedicine [Internet]. Infections in the immunocompromised host.
https://emedicine.medscape.com/article/973120-overview. (Accessed 1 August 2019).

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.

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.

Fishman JA. Infection in solid-organ transplant recipients. N Engl J Med 2007 Dec 20;
357: 2601-2614. doi: 10.1056/NEJMra064928

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

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/guidelines/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, 30" 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

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

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 .J 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 Hobar, C. Osteoporosis .eMedicine, 16 December 2005 .
(http://www.emedicine.com/MED/topic1693.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.

e Dorland’s Medical Dictionary .
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Ovarian neoplasms,
malignant and
unspecified (SMQ)
(20000151)

Ovarian malignant tumours
(SMQ)
(20000200)

Ovarian tumours of
unspecified malignancy
(SMQ)
(20000201)
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Edition, 2005.

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

European Group on Tumour Markers (EGTM). http://www.egtm.eu/

DeVita VT, Hellman S, Rosenberg SA. Cancer: Principles and Practice of Oncology. 7th
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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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Pregnancy and
neonatal topics (SMQ)
(20000185)
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Congenital, familial
and genetic disorders
(SMQ)
(20000077)

Pregnancy, labour and
delivery complications
and risk factors (excl
abortions and stillbirth)
(SMQ)
(20000186)

Lactation related
topics (incl neonatal
exposure through
breast milk) (SMQ)
(20000187)

Foetal
disorders
(SMQ)
(20000190)

Neonatal
disorders
(SMQ)
(20000191)

Termination of
pregnancy and
risk of abortion
(SMQ)
(20000192)

Normal pregnancy
conditions and
outcomes (SMQ)
(20000193)
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Functional lactation
disorders (SMQ)
(20000188)

Neonatal exposures
via breast milk (SMQ)
(20000189)
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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 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.(dls Uaii ad sall 138 (558 Y )

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

e Dorland’s Medical Dictionary.
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malignant and
unspecified (SMQ)
(20000152)

Prostate tumours of
unspecified malignancy
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Prostate malignant
tumours (SMQ)
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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). hitp://www.egtm.eu/

200 28.1 J)aal SMQ edlainsl (5356l ol
2025 i
001277


http://www.egtm.eu/

43,8 SMQ cladlaiu

(SMQ) 4isisn4dn  2.86
(2014 iaiss zlisy) 33a))

iy 23l 2.86.1
(3l 24/pnn 300<) Jsall b Jomall iy 1 (1o il 25m 52 iy iy @
oA Ll a3 Gl e (0 e s s (o Ay el A gl Al -
(i se2 Al cJia) AT Al 5 il 535 e Al ALl Eaand ¢ JSI ) planial e al) (3
S Al s U ol Joll (8 (i sl 2y =
(Aaloalitl) lm ndll 35 jalh ¢(gT) 3 _paiane 4 5ISI Ll Shaa¥) e Aailil) dagi o 5l AL () S LaBale

2431 )lae o pll gpant JNA G sl (S5 <o ll/pas 150 (orashal (sl a5 ll 51 58Y eVl aall iy -
(s 0588 J s llo/pnn 45 < auill) ity I/ 5l (o5 o A8 pdiall sl 28 pro IS s 0 05 5f Aol
pl/ane 30 &l sed etV ) Al

BlaY) e 15 5e (328000 3 5 S 200 Y 20) & sl/paae 3005 30 G 71 Jamas e sl¥) 318 3y —
5mS g sal¥1 AL W 13y e il sl ol O 3 5 chaen 31 A ) Ll

sl il 1388 A gyl Al o o (s ¢ 5ISU GUail) B ALRY) ()5S Ladie 5 -
) b sl Al b ddle 8

it o) ALl il @
LusSdsaddy -
& sadl Al ) 5
gediall () (133 508 oy Ul Lo 3300 i 5 s e 32 Jlo aS 5y il 438 3l j rend - ©
Ay ) il U8 (e (5l Gabiaial 80le) Cimaa gilind suif Disis p v o
st e Yy e liall cpl s slall Adsal) JuSlall ¢Jin sl sy 3 e Al 3 4yl Al

(sanan Ay B S Al HCO3 laa] ) s il b 5 14T oo Usmnme 058 Wl
() ALl 8 Ul g 1) aal (nl ol s Uil

il ALl Jlend =

sl (8 Aaiiall e liall cl g slall ¢ g JuDls (Jie) 5 pprall Lo 2l i g g (g Ada jiall il j5las o
A Al Y aliaial e 38 (aasiall e lal)

Akl gl A g pall AL
LS Bl ) gam (U g ) e gl il ) gy canll 5 Gl e o Jia) SN A aall GaXiBL5 o
(ps /al a1 O J8lBale) Jsall (8 o5 al) 3305 () (g2 e ey g dill (8 oy g 50l
aiapl ) o slSlaall g8 d gy Ladie Jy 3 o
Aplail dng s pdly -
(Osia) yall s JULYI (e s JSI) saa s o
W1y G el (0585 Ladie bl (S8 A ) Al st o
sl (e ST () 5 (a5 Larie ) Blaiu¥) el U 8 JST g 5 e Sale Jadl s 5isy o

201 28.1 Llaal SMQ @ledainy (sugaill Jilall
2025 i

001277



43,8 SMQ cladlaiu

Lall o adds o
oala dasi gl iy ¥ o

S/ Cpanaill pulaa 2.86.2
[l oy L e
"id s p Al A e (g giat ) lalhiad) o
One sV 318 4paS (i @lld b Lay o) o Jisall (A e sl il siane (Nl (Y o Apilaliin)) clallaad) o

Ul e (st ) e sl At 21 L0 8 pbal) (301 L) Aol 24 e e s b
(3 30 Aie I AL) e sl (1088 (aldAS)

LIS (e gl A (e salW) D) 5 AT i gl il e (A 0 (Y o Aplaiind) Clallad) -
Oz i 5 01) (=Ll Gl saslall 6 gm Judlss Ol g sl 5 5800 2 Uy Jie coall 51 sl (8 el el (e
A ey G sl saall 5 (s

o) Adlal ¢ Sl sl (45 iy 385 1) Lilal (PT A 51K e 330l ) Al 4y 510 A 52al) Cppanial oy
il s LagalSl ey 1SN 2o el Al Canssl il (e a1 ¢ SN (al pal sy PT ded s PT (i 5l il
Lo dla b Al
odlaiinl Sy le @
PT s G 30l oLy 3y 551 5 4 oIS L€l ol el Jain ) i 5 5l Alll Alainal) o)

L (Jie (o siSU (i all sy PT 3ed 55 PT i gl (il ¢ liidy) 4y 5ISH e 20all 5 A Y) cilicliadl)
Candl 8 el g Claa) Ailaial s pall Cliandi o i ol (5B alawai¥) i sl

cJaaaal) i) g i Gl Jie elgBlos (8 5l Ayl Al ey JSH Cailda g i) 5 Jsall Jidatisl ga) g abale -
A Ay GFR wasdy 558 slall s Gy 8115 (BUN) al (A b sall o 5 530 Jlial

O30 e bl 2T A ) ALl U 5 sl i

plaiu) il 2855 gl 5 Gkl Joas clligale 2.86.3
1.5.2.1 auil b bl s salall (355 o5 3Ll (G g gl sl Ganl ilallacaa( SMQ) i s_n Aly Jalii

(SMQ) 4eiigp Uy pdaiuly aldl) gl jaly daild  2.86.4

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. 17" Edition.

e Principles and Practices in Infectious Diseases, Mandell, Douglas, and Bennett, 2"
edition.
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e Dorland's lllustrated Medical Dictionary, 29th Edition, 2004.

e American Psychiatric Association :Diagnostic and Statistical Manual of Mental Disorders

(4™ Ed) .Washington DC, 1994, pg.
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e Diagnosis and Assessment of Pulmonary Arterial Hypertension. Journal of the American
College of Cardiology Vol. 54, No. 1, Suppl S.

e Updated Clinical Classification of Pulmonary Hypertension. Journal of the American
College of Cardiology Vol. 54, No. 1, Suppl S.

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

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

e 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 :
.574-569

e Thatte L, and Vaamonde CA. Drug-induced nephrotoxicity-The crucial role of risk
factors .Postgraduate Medicine1996;100.15-1 :
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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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CIOMS, Reporting Adverse Drug Reactions, 1999, p 20 — 21.

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

Diamond, JR. Clinical manifestations and diagnosis of retroperitoneal fibrosis.
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e Basic requirements for the use of terms for reporting adverse drug reactions (V).
Pharmacoepidemiology and Drug Safety 1993; 2:149-153.

e Reporting Adverse Drug Reactions. Definitions and criteria for their use. CIOMS
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 J 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

e 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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Guidelines for referral and management of systemic lupus erythematosus in adults.
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Data Systems, Jackson, Wyo. (Version 3.3.6, 2004).
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Criteria for their Use,” pp 19 — 20, 1999.

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.

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.

e Dorland’s Medical Dictionary, 28" ed., 2001.
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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 I, 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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e Dorland's lllustrated 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.isp?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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e 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.

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.

243 28.1 J)aal SMQ edlainsl (5356l ol
2025 i
001277



43,8 SMQ cladlaiu

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

e Josephson ME and Zimetbaum P. The tachyarrhythmias. Harrison’s Principles of
Internal Medicine (15" Ed). Braunwald E, Fauci AS, Kasper DL et al (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 al (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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