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New Guidelines, Review Articles and New Drugs Approved

— 1t Quarter

A periodic fealure of the AU InforMed, 1o inform our clinicians on recent changes in therapeuties,
updaled information and new additions to the armamentarium ‘

Guidelines

Pop-Busui R, Boulton AJM, Feldman EL, Bril V, Freeman R, Malik RA, Sosenko JM, Ziegler
D. Diabetic neuropathy: a position statement by the American Diabetes Association. Diabetes
Care 2017 Jan;40(1): 136-154. https://doi.org/10.2337/dc16-2042

Vogelmeier CF, Criner GJ, Martinez FJ, Anzueto A, Barnes PJ, Bourbeau J, Celli BR, Chen R,
Decramer M, Fabbri LM, Frith P, Halpin DMG, Varela MVL, Nishimura M, Roche N,
Rodriguez-Roisin R, Sin DD, Singh D, Stockley R, Vestbo J, Wedzicha JA, Agusti A. Global
strategy for the diagnosis, management, and prevention of chronic obstructive lung disease 2017
report: GOLD executive summary. Am J Resp Crit Care Med. 2017 Jan 27 (abst).
http://www.atsjournals.org/doi/abs/10.1164/rccm.201701-
0218PP?utm_source=Informz&utm_medium=Email&utm_campaign=Informz+Mailing&

Recommended Immunization Schedule for Children and Adolescents Aged 18 Years or
Younger, United States, 2017. U.S. Department of Health & Human Services; Centers for
Disease Control and Prevention. Atlanta, GA. 2017 Feb 6. Available at:
https://www.cdc.gov/vaccines/schedules/hcp/child-adolescent.html

Recommended Immunization Schedules for Adults, United States, 2017. U.S. Department of
Health & Human Services; Centers for Disease Control and Prevention. Atlanta, GA. 2017 Feb
6. Available at:

https://www.cdc.gov/vaccines/schedules/hcp/adult.html

Sicherer SH, Simons ER, for the Section on Allergy and Immunology. Epinephrine for first-aid
management of anaphylaxis. Pediatrics. 2017;139(3): DOI: 10.1542/peds.2016-4006
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Wang J, Sicherer SH, for the Section on Allergy and Immunology. Guidance on completing a
written allergy and anaphylaxis emergency plan. Pediatrics. 2017;139(3): DOI:
10.1542/peds.2016-4005

Qaseem A, Wilt TJ, McLean RM, Forciea MA, for the Clinical Guidelines Committee of the
American College of Physicians. Noninvasive treatments for acute, subacute, and chronic low
back pain: A clinical practice guideline from the American College of

Physicians. Ann Intern Med. 2017 Feb 14; doi:10.7326/M16-2367.

Sateia MJ, Buysse DJ, Krystal AD, Neubauer DN, Heald JL. Clinical practice guideline for the
pharmacologic treatment of chronic insomnia in adults: An American Academy of Sleep
Medicine clinical practice guideline. J Clin Sleep Med. 2017;13(2):307-349.

Tunkel AR, Hasbun R, Bhimraj A, Byers K, Kaplan SL, Scheld WM, van de Beek D,
Bleck TP, Garton HJL, Zunt JR. 2017 Infectious Diseases Society of America’s clinical
practice guidelines for healthcare-associated ventriculitis and meningitis. Clin Infect Dis.
2017;00(00):1-32.

Solomon SD, Chew E, Duh EJ, Sobrin L, Sun JK, VanderBeek BL, Wykoff CC, Gardner TW.
Diabetic retinopathy: A position statement by the American Diabetes Association.
Diabetes Care 2017 Mar;40(3):412-418. Available at: https://doi.org/10.2337/dc16-2641

Shen W-K, Sheldon RS, Benditt DG, Cohen MI, Forman DE, Goldberger

ZD, Grubb BP, Hamdan MH, Krahn AD, Link MS, Olshansky B, Raj SR, Sandhu RK, Sorajja
D, Sun BC, Yancy CW. 2017 ACC/AHA/HRS Guideline for the evaluation and management of
patients with syncope. J Am Coll Cardiol. 2017: doi: 10.1016/j.jacc.2017.03.003.

Scheffer IE, Berkovic S, Capovilla G, Connolly MB, French J, Guilhoto L, Hirsch E, Jain D,
Mathern GW, Moshé SL, Nordli DR, Perucca E, Tomson T, Wiebe S, ZhangY, Zuberi SM.
ILAE classification of the epilepsies: Position paper of the ILAE Commission for Classification
and Terminology. Epilepsia. 2017; **(*):1-10. doi: 10.1111/epi.13709

Fisher RS, Cross JH, D'Souza C, French JA, Haut SR, Higurashi N, Hirsch E, Jansen FE, Lagae
L, Moshé SL, Peltola J, Roulet Perez E, Scheffer IE, Schulze-Bonhage A, Somerville E, Sperling
M, Yacubian EM, Zuberi SM. Instruction manual for the ILAE 2017 operational classification of
seizure types. Epilepsia. 2017; **(*):1-12. doi:10.1111/epi.13671

Chamberlain JJ, Herman WH, Leal S, Rhinehart AS, Shubrook JH, Skolnik N, Kalyani RR.
Pharmacologic therapy for type 2 diabetes: Synopsis of the 2017 American Diabetes Association
standards of medical care in diabetes. Ann Intern Med. 2017 Mar 14; DOI: 10.7326/M16-2937

Nishimura RA, Otto CM, Bonow RO, Carabello BA, Erwin JP 3rd, Fleisher LA, Jneid H, Mack
MJ, McLeod CJ, O’Gara PT, Rigolin VH, Sundt TM 3rd, Thompson A. 2017 AHA/ACC
focused update of the 2014 AHA/ACC guideline for the management of patients with valvular
heart disease: a report of the American College of Cardiology/ American Heart Association Task
Force on Clinical Practice Guidelines. Circulation. 2017;es:eee—eee. DOI:
10.1161/CIR.0000000000000503. 123 pages
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Kapur VK, Auckley DH, Chowdhuri S, Kuhlmann DC, Mehra R, Ramar K, Harrod CG. Clinical
practice guideline for diagnostic testing for adult obstructive sleep apnea: an American Academy
of Sleep Medicine clinical practice guideline. J Clin Sleep Med. 2017;13(3):479-504.

Arrossi S, Temin S, Garland S, Eckert LO, Bhatla N, Castellsagué X, Alkaff SE, Felder T,
Hammouda D, Konno R, Lopes G, Mugisha E, Murillo R, Scarinci IC, Stanley M, Tsu V,
Wheeler CM, Adewole IF, de Sanjosé S. Primary prevention of cervical cancer: American
Society of Clinical Oncology resource-stratified guideline. J Global Oncol. 2017 Mar 17 online
before print. DOI: 10.1200/JG0.2016.008151

Selected Review Articles

Chou R, Deyo R, Friedly J, Skelly A, Weimer M, Fu R, Dana T, Kraegel P, Griffin J, Grusing S.
Systemic pharmacologic therapies for low back pain: A systematic review for an American
College of Physicians clinical practice guideline. Ann Intern Med. 2017 Feb 14. DOI:
10.7326/M16-2458

Chou R, Deyo R, Friedly J, Skelly A, Hashimoto R, Weimer M, Fu R, Dana T, Kraegel P,
Griffin J, Grusing S, Brodt ED. Nonpharmacologic therapies for low back pain: A systematic
review for an American College of Physicians clinical practice guideline. Ann Intern Med. 2017
Feb 14. DOI: 10.7326/M16-2459

Gassman AL, Nguyen CP, Joffe HV. FDA regulation of prescription drugs. N Engl J Med. 2017
Feb 16;376:674-82. DOI: 10.1056/NEJMral1602972

Maher C, Underwood M, Buchbinder R. Non-specific low back pain. Lancet. 2017 Feb
18;389:736-4. Available at: http://ac.els-cdn.com/S0140673616309709/1-s2.0-
S0140673616309709-main.pdf?_tid=485927ca-f51b-11e6-8ae9-
00000aab0f6b&acdnat=1487341000 2516614d77d81f87a9ed65016828b232

Hedegaard H, Warner M, Minifio AM. Drug overdose deaths in the United States, 1999-2015.
U.S. Dept of Health and Human Services, Centers for Disease Control and Prevention, National
Center for Health Statistics. Hyattsville, MD. NCHS Data Brief, No. 273, 2017 Feb. p. 1-8.
Available at: https://www.cdc.gov/nchs/data/databriefs/db273.pdf

Singer M, Bulled N, Ostrach B, Mendenhall E. Syndemics and the biosocial conception of
health. Lancet. 2017 Mar 4;389(10072):941-950.

Ritchlin CT, Colbert RA, Gladman DD. Psoriatic arthritis. N Engl J Med. 2017 Mar 8;376:957-
70.

Harbeck N, Gnant M. Breast cancer. Lancet. 2017 Mar 18;389:1134-5.
Falade-Nwulia O, Suarez-Cuervo C, Nelson DR, Fried MW, Segal JB, Sulkowski MS. Oral

direct-acting agent therapy for hepatitis C virus infection: A systematic review. Ann Intern Med.
[Epub ahead of print 21 March 2017] doi: 10.7326/M16-2575
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Soyka M. Treatment of benzodiazepine dependence. N Engl J Med. 2017 Mar 23;376:1147-57.

DOI: 10.1056/NEJMral1611832
Omer SB. Maternal immunization. N Engl J Med 2017 Mar 30;376:1256-67.

Webster AC, Nagler EV, Morton RL, Masson P. Chronic kidney disease. Lancet. 2017 Mar
25;389(10075):1238-1252.

Veselka J, Anavekar NS, Charron P. Hypertrophic obstructive cardiomyopathy. Lancet. 2017
Mar 25;389(10075):1253-1267.

Richeldi L, Collard HR, Jones MG. Idiopathic pulmonary fibrosis. Lancet. 2017 Mar 29;
Published online. http://dx.doi.org/10.1016/S0140-6736(17)30866-8

New Drugs Approved in 2017 — 1%t Quarter

generic name Category Use Route | Warnings® Review
Trade Name Class.*
Manufacturer
plecanatide Guanylate Chronic Idiopathic Oral BBW-Dehydration | S
Trulance Cyclase-C Constipation in
Synergy Pharm Agonist Pediatric patients
etelcalcetide Calcimimetic secondary v S
Parsabiv hyperparathyroidism
Amgen, Inc
deflazacort Corticosteroid Duchenne muscular Oral P,O
Emflaza dystrophy
Marathon Pharm
brodalumab Immuno- Psoriasis SQ BBW - Suicidal N/A -
Siliqg modulator ideation. Biologic
Valeant Pharm REMS
telotristat ethyl | serotonin carcinoid syndrome Oral P,O
Xermelo production by diarrhea
Lexicon Pharm carcinoid tumor
ribociclib Antineoplastic postmenopausal Oral P
Kisqali Agent, Cyclin- women with hormone
Novartis Pharm Corp | Dependent Kinase | receptor (HR)-
Inhibitor positive,

(HER2)-negative

advanced or metastatic

breast cancer
safinamide MAO type B Parkinson’s Disease Oral S
Xadago inhibitor
US WorldMeds, LLC
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avelumab Antineoplastic Merkel cell v P,O
Bavencio monoclonal carcinoma Biologic
EMD Serono, Inc. antibody skin cancer
naldemedine Opioid Opioid-induced Oral S
Symproic Antagonist, constipation C-ll
Shionogi Inc Peripherally-

Acting
niraparib Antineoplastic, Recurrent epithelial Oral P,O
Zejula PARP enzymes ovarian, fallopian tube
Tesaro, Inc inhibitor or primary peritoneal

cancers

ocrelizumab Immuno- Multiple sclerosis: v P
Ocrevus modulator Biologic
Genentech
dupilumab Immuno- Eczema SQ P
Dupixent modulator Biologic
Regeneron

Intravenous (1V) Subcutaneous (SQ) Intrathecal (IT) Oral (PO) Topical (Top)
*Review Classifications
P = priority drug review: appears to represent an advance over available therapy
S = standard review drug: therapeutic qualities similar to those of an already marketed drug
O = orphan drug
Warnings®
BBW (Black Box Warning)
REMS (Risk Evaluation and Mitigation Strategy)

&

The last “dose” ...

For having Lived Long, thave experienced many
instances of belng obliged, by better information or
fuller constderation, to change opinions, even on
bportant subjects, which 1| once thought right but
found to be otherwise,

[Benjamin Franklin, 1706 - 1790, a founding father of the
United states]
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