
 1 

  

Clinical Literature for the Ohio Medicaid Preferred Drug List 
 
References listed are those that have been reviewed to date for each class of 
medications. Manufacturers seeking to supply additional clinical information 
should not provide duplicates of the references listed. Please submit all clinical 
information electronically to ohio.pdl@xerox.com. Please note that 
therapeutic classes without accompanying references are currently under 
development. 
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Analgesic Agents     

Gastroprotective NSAIDs 

1. Arthrotec [package insert]. New York, NY: Pfizer Inc.; September 2014. 
2. Celebrex [package insert]. New York, NY: Pfizer Inc.; February 2011. 
3. Duexis [package insert]. Northbrook, IL: Horizon Pharma USA Inc.; April 

2011. 
4. Vimovo™ [package insert].  Wilmington, DE: AstraZeneca LP; 

December 2014. 
5. Clinical Pharmacology [Accessed 2015 March].  Available from:  URL: 

http://www.clinicalpharmacology-ip.com/Default.aspx. 
6. Electronic Orange Book. [cited 2013 April] 

www.fda.gov/cder/ob/default.htm.  
7. Agrawal NM, Caldwell J, Kivitz AJ, et al. Comparison of the upper 

gastrointestinal safety of Arthrotec 75 and nabumetone in osteoarthritis 
patients at high risk for developing nonsteroidal anti-inflammatory drug-
induced gastrointestinal ulcers. Clin Ther. 1999 Apr;21(4):659-74. 

8. Bocanegra TS, Weaver AL, Tindall EA, et al. Diclofenac/misoprostol 
compared with diclofenac in the treatment of osteoarthritis of the knee 
or hip: a randomized, placebo controlled trial. Arthrotec Osteoarthritis 
Study Group. J Rheumatol. 1998 Aug;25(8):1602-11. 

9. Cardiovascular safety of COX-2 inhibitors.  Med Lett Drugs Ther 
2001;1118:99-100. 

10. Fitzgerald GA, Patrono C.  The coxibs, selective inhibitors of cyclo-
oxygenase-2.  N Eng J Med 2001;345(6):443-42. 

11. Geba GP, Weaver AL, Polis AB, et al. Efficacy of rofecoxib, celecoxib, 
and acetaminophen in osteoarthritis of the knee: a randomized trial. 
JAMA 2002;287(1):64-71. 

12. Gibofsky A, Williams GW, McKenna F, Fort JG.  Comparing the Efficacy 
of Cyclooxygenase 2-Specific Inhibitors in Treating Osteoarthritis.  
Appropriate Trial Design Considerations and Results of a Randomized, 
Placebo-Controlled Trial.  Arth Rheum 2003; 48(11): 3102-3111. 

13. Malmstrom K, et al. Comparison of rofecoxib and celecoxib in 
postoperative dental pain: a randomized, placebo and active 
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comparator controlled clinical trial Clin Ther Oct 1999;21(10): 1653-
1663. 

14. McKenna F, et al. COX-2 specific inhibitors in the management of 
osteoarthritis of the knee: a placebo controlled randomized, double 
blind study. J Clin Rheumatol 2001;7:151-159.  

15. Mukherjee D, Nissen SE, Topol EJ. Risk of cardiovascular events 
associated with selective COX-2 inhibitors. J Am Med Assoc 
2001;286(8):954-959. 

16. Scheiman JM, Yeomans ND, Talley NJ, Vakel N, Chan FK, Tulassay Z, 
et al. Prevention of ulcers by esomeprazole in at-risk patients using 
non-selective NSAIDs and COX-2 inhibitors. Am J Gastroenterol 2006 
Apr; 101(4):701-10. 

17. Silverstein FE, et al. Gastrointestinal toxicity with celecoxib vs. non-
steroidal anti-inflammatory drugs for osteoarthritis and rheumatoid 
arthritis. The CLASS study: a randomized controlled trial. J Am Med 
Assoc 2000;284(10):1247-1255. 

18. Whelton A, et al.  Cyclooxygenase-2-specific inhibitors and cardiorenal 
function: a randomized, controlled trial of celecoxib and rofecoxib in 
older hypertensive osteoarthritis patients.  Am J Ther 2001;8:85-95. 

   
Gout Agents 
1. Clinical Pharmacology [Accessed 2015 March].  Available from:  URL:  

http://www.clinicalpharmacology-ip.com/Default.aspx. 
2. Colcrys [package insert]. Philadelphia, PA: AR Scientific, Inc.; August 

2014. 
3. Electronic Orange Book. [cited 2013 April] 

http://www.fda.gov/cder/ob/default.htm.  
4. Probenecid [package insert].  Philadelphia, PA: Lannett Company, Inc.; 

July 2010. 
5. Probenecid and Colchicine [package insert]. Corona, CA: Watson 

Pharma Inc.; June 2009. 
6. Uloric [package insert]. Deerfield, IL: Takeda Pharmaceuticals America, 

Inc; November 2012.  
7. Zyloprim [package insert]. San Diego, CA: Prometheus Laboratories 

Inc.; October 2003. 
8. Becker MA, Schumacher HR, Espinoza LR, et al. The urate-lowering 

efficacy and safety of febuxostat in the treatment of the hyperuricemia 
of gout: the CONFIRMS trial. Arthritis Res Ther. 2010;12(2):R63. Epub 
2010 Apr 6. 

9. Borstad GC, Bryant LR, Abel MP, et al. Colchicine for prophylaxis of 
acute flares when initiating allopurinol for chronic gouty arthritis. J 
Rheumatol. 2004 Dec;31(12):2429-32. 

10. Management of Gout.  Pharmacist’s Letter November 2010; Vol: 26. 
11. Paulus HE, Schlosstein LH, Godfrey RG, Klinenberg JR, Bluestone R. 

Prophylactic colchicine therapy of intercritical gout. A placebo-controlled 
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study of probenecid-treated patients. Arthritis Rheum. 1974 Sep-
Oct;17(5):609-14. 

12. Stocker SL, Graham GG, McLachlan AJ, Williams KM, et al. 
Pharmacokinetic and pharmacodynamic interaction between allopurinol 
and probenecid in patients with gout. J Rheumatol 2011;Feb 1. 

Opioids 

1. Abstral [package insert]. Portland, OR: Galena Biopharma, Inc; July 
2014. 

2. Actiq [package insert]. Salt Lake City, UT: Cephalon, Inc.; June 
2012. 

3. Butrans [package insert]. Stamford, CT: Purdue Pharma; June 2014. 
4. Clinical Pharmacology [Accessed 2015 March].  Available from:  

URL: http://www.clinicalpharmacology-ip.com/Default.aspx. 
5. Darvocet-N [package insert]. Newport, KY: Xanodyne 

Pharmaceuticals, Inc.; September 2009. 
6. Drug Facts and Comparisons 2013. Narcotic Analgesics. [cited 2013 

April] http://www.efactsweb.com. 
7. Electronic Orange Book. [cited 2013 April] 

http://www.fda.gov/cder/ob/default.htm. 
8. Embeda [package insert]. NY, NY: Pfizer, Inc; October 2014. 
9. Exalgo [package insert]. Hazelwood, MO: Mallinckrodt Inc.; June 

2014. 
10. FDA [cited 2015 March] http://www.fda.gov/cder/. 
11. Fentora [package insert]. Salt Lake City, UT: Cephalon, Inc.; 

February 2013. 
12. Hysingla [package insert]. Stamford, CT: Purdue Pharma; 

November 2014.  
13. Lacey CF, Armstrong LL, Goldman MP, Lance LL. Drug information 

handbook. Hudson, Ohio: Lexi-Comp, Inc; 2001. 
14. Nucynta [package insert]. Titusville, NJ: Janssen Pharmaceuticals, 

Inc.; October 2013. 
15. Nucynta ER [package insert]. Titusville, NJ: Janssen 

Pharmaceuticals, Inc.; April 2014. 
16. Opana [package insert]. Chadds Ford, PA: Endo Pharmaceuticals, 

Inc.; July 2012. 
17. Opana ER [package insert]. Chadds Ford, PA: Endo 

Pharmaceuticals, Inc.; January 2015. 
18. Onsolis [package insert]. Somerset, NJ: Meda Pharmaceuticals, 

Inc.; June 2012. 
19. Oxycontin [package insert]. Stamford. CT: Purdue Pharma; April 

2014. 
20. Roxicodone [package insert]. Newport, KY: Xanodyne 

Pharmaceuticals, Inc.; March 2009. 
21. RxList [cited 2013 April] http://www.rxlist.com. 
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22. Rybix [package insert]. San Diego, CA: Victory Pharma, Inc.: August 
2010. 

23. Ryzolt [package insert]. Stamford. CT: Purdue Pharma; December 
2008. 

24. Xartemis XR [package insert]. Hazelwood, MO: Mallinckrodt Inc; 
March 2014. 

25. Zamicet [package insert].  Greenville, SC: Pharmaceutical 
Associates, Inc.; August 2008. 

26. Zohydro ER [package insert]. San Diego, CA: Zogenix, Inc; January 
2015.  

27. Bruera E, Belzile M, Pituskin E et al. Randomized, double-blind, 
cross-over trial comparing safety and efficacy of oral controlled-
release oxycodone with controlled-release morphine in patients with 
cancer pain. Journal of Clinical Oncology 1998; 16: 3222-3229. 

28. Caldwell JR, Rapoport RJ, Davis JC et al.  Efficacy and Safety of a 
Once-Daily Morphine Formulation in Chronic, Moderate-to Severe 
Osteoarthritis Pain: Results from a Randomized, Placebo-
Controlled, Double-Blind Trial and an Open-Label Extension Trial.  
Journal of Pain and Symptom Management 2002; 23(4): 278-291. 

29. De Conno F, Ripamonti C, Sbanotto A et al. A clinical study on the 
use of codeine, oxycodone, dextropropoxyphene, buprenorphine, 
and pentazocine in cancer pain. Journal of Pain and Symptom 
Management 1991; 6: 423-427. 

30. Farrar J, Cleary J, Rauck R et al. Oral transmucosal fentanyl citrate: 
randomized, double-blinded, placebo-controlled trial for treatment of 
breakthrough pain in cancer patients. Journal of the National Cancer 
Institute. 1998; 90: 611-616. 

31. Fricke J, Karim R, Jordan D et al. A double blind, single-dose 
comparison of the analgesic efficacy of tramadol/acetaminophen 
combination tablets, hydrocodone/acetaminophen combination 
tablets, and placebo after oral surgery. Clinical Therapeutics 2002; 
24: 953-968. 

32. Gammaitoni AR, Galer BS, Bulloch S et al.  Randomized, Double-
Blind, Placebo-Controlled Comparison of the Analgesic Efficacy of 
Oxycodone 10mg/Acetaminophen 325mg versus Controlled-
Release Oxycodone 20mg in Postsurgical Pain.  Journal of Clinical 
Pharmacology 2003; 43: 296-304. 

33. Mercadante S, Casuccio A, Agnello A et al. Morphine versus 
methadone in the pain treatment of advanced cancer patients 
followed up at home. Journal of Clinical Oncology 1998; 16:3656-
3661. 

34. Parris W, Johnson B, Croghan M et al. The use of controlled release 
oxycodone for the treatment of chronic cancer pain: a randomized, 
double-blind study. Journal of Pain and Symptom Management 
1998; 16: 205-211. 
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35. Portenoy RK, Sciberras A, Eliot L et al.  Steady-State 
Pharmacokinetic Comparison of a New, Extended-Release, Once-

Daily Morphine Formulation, Avinza, and a Twice-Daily Controlled-
Release Morphine Formulation in Patients with Chronic Moderate-
to-Severe Pain.  Journal of Pain and Symptom Management 2002; 
23(4): 292-300. 

36. Roth S, Fleischmann R, Burch et al. Around-the-clock, controlled-
release oxycodone therapy for osteoarthritis-related pain: placebo-
controlled trial and long-term evaluation. Archives of Internal 
Medicine 2000; 160: 853-860. 

37. Sniezek PJ, Brodland DG, Zitelli JA. A randomized controlled trial 
comparing acetaminophen, acetaminophen and ibuprofen, and 
acetaminophen and codeine for postoperative pain relief after Mohs 
surgery and cutaneous reconstruction. Dermatol Surg. 2011 
Jul;37(7):1007-13. 

38. Turturro M, Paris P, Yealy D et al. Hydrocodone versus codeine in 
acute musculoskeletal pain. Annals of Emergency Medicine 1991; 
20: 1100-1103. 

39. Turturro M, Paris P, & Larkin G. Tramadol versus hydrocodone-
acetaminophen in acute musculoskeletal pain: a randomized, 
double-blind clinical trial. Annals of Emergency Medicine 1998; 32: 
139-143. 

40. Ytterberg S, Mahowald M & Woods S. Codeine and oxycodone use 
in patients with chronic rheumatic disease pain. Arthritis & 
Rheumatism 1998; 41: 1603-1612. 

Topical NSAIDs – Class Under Review  

Blood Formation, Coagulation, and Thrombosis Agents      

      
   Hematopoietic Agents 

1. Aranesp [package insert]. Thousand Oak, CA: Amgen, Inc; 2013. 
2. Clinical Pharmacology [Accessed March 2015]. Available from:  URL:  

http://www.clinicalpharmacology-ip.com/Default.aspx. 
3. Epogen [package insert]. Thousand Oak, CA: Amgen, Inc; 2013. 
4. Procrit [package insert]. Thousand Oak, CA: Amgen, Inc; 2013. 
5. Besarb A, Bolton WK, Browne JK, et al. The effects of normal as 

compared with low hematocrit values in patients with cardiac disease 
who are receiving hemodialysis and epoetin. N Engl J Med 1998; 
339:584-90. 

6. Feagan BG, Wong CJ, Kirkley A, et al. Erythropoietin with iron 
supplementation to prevent allogeneic blood transfusion in total hip joint 
arthroplasty. Ann Intern Med 2000;133:845-854. 

7. Littlewood TJ, Bajetta E, Nortier JWR, et al. Effects of epoetin alfa on 
hematologic parameters and quality of life in cancer patients receiving 
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nonplatinum chemotherapy: results of a randomized, double-blind, 
placebo-controlled trial. J Clin Oncol 2001;19(11):2864-2874. 

8. National Kidney Foundation. NKF-K/DOQI clinical practice guidelines 
for anemia of chronic kidney disease: update 2000. Am J Kidney Dis 
2001 Jan; 37(1 Suppl 1):S182-238. 

9. Nissenson AR, Swan SK, Lindberg JS, et al. randomized, controlled 
trial of darbepoetin alfa for the treatment of anemia in hemodialysis 
patients. Am J Kidney Dis 2002; 40(1): 110-118. 

10. Seidenfeld J, Piper M, Flamm C, Hasselbland V. Epoetin treatment of 
anemia associated with cancer therapy: a systematic review and meta-
analysis of controlled clinical trials. J Natl Cancer Inst 2001;93:1204-14. 

11. Silverberg DS, Blum M, Agbaria Z, et al. The effect of i.v. iron alone or 
in combination with low-dose erythropoietin in the rapid correction of 
anemia of chronic renal failure in the predialysis period. Clin Nephro 
2001; 55(3): 212-219. 

12. Singh AK, Szczech L, Tang KL, et al. Correction of anemia with epoetin 
alfa in chronic kidney disease. N Engl J Med 2006; 355(20): 2085-98. 

13. Vansteenkiste J, Pirker R, Massuti B. et al. Double-blind, placebo-
controlled, randomized phase III trial of darbepoetin alfa in lung cancer 
patients receiving chemotherapy. J Natl Cancer Inst 2002; 94:1211-
1220. 

 Heparin-Related Preparations 

1. Arixtra [package insert]. Canonsburg, PA: Mylan Pharma, Inc; 2014. 
2. Clinical Pharmacology [Accessed 2015 March]. Available from:  URL: 

http://www.clinicalpharmacology-ip.com/Default.aspx. 
3. Fragmin [package insert]. New York, NY: Pfizer, Inc; 2015. 
4. Lovenox [package insert]. Bridgewater, NJ: Sanofi-Aventis LLC; 2013. 
5. Agnelli G, Buller HR, Cohen A, et al. Oral Apixaban for the Treatment of 

Acute Venous Thromboembolism. N Engl J Med 2013 Aug 
29;369(9):799-808. 

6. Bauer KA, Eriksson BI, Lassen MR, et al.  Fondaparinux compared with 
enoxaparin for the prevention of venous thromboembolism after elective 
major knee surgery.  NEJM 2001;345(18):1305-10. 

7. Cohen AT, Spiro TE, Büller HR, et al. Rivaroxaban for 
thromboprophylaxis in acutely ill medical patients. N Engl J Med 2013 
Feb 7;368(6):513-23. 

8. Comp PC, Spiro TE, Friedman RJ, et al.  Prolonged enoxaparin therapy 
to prevent venous thromboembolism after primary hip or knee 
replacement.  J Bone Joint Surg 2001;83-a(3):336-45. 

9. Drug Facts and Comparisons.  Facts and Comparisons.  St. Louis 
(MO): 2002. 

10. Gordon H. Guyatt, Elie A. Akl, Mark Crowther, David D. Gutterman, 
Holger J. Schuünemann, and for the American College of Chest 
Physicians Antithrombotic Therapy and Prevention of Thrombosis 
Panel. Executive Summary: Antithrombotic Therapy and Prevention of 
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Thrombosis, 9th ed: American College of Chest Physicians Evidence-
Based Clinical Practice Guidelines Chest 2012;141(2):7S-47S. 

11. Hull RD, Pineo FG, Francis C, et al.  Low-molecular-weight heparin 
prophylaxis using dalteparin extended out-of-hospital vs. in-hospital 
warfarin/out-of-hospital placebo in hip arthroplasty patients.  Arch Intern 
Med 2000;160(14):2208-15. 

12. Lassen MR, Bauer KA, Eriksson BI, et al.  Postoperative fondaparinux 
versus preoperative enoxaparin for prevention of venous 
thromboembolism in elective hip-replacement surgery: a randomized 
double-blind comparison.  Lancet 2002;359(9319):1715-20. 

13. Meyer G, Marjonovic Z, Judith V, et al.  Comparison of low-molecular 
weight heparin and warfarin for the secondary prevention of venous 
thromboembolism in patients with cancer.  Arch Intern Med 
2002;162:1729-1735. 

14. Michot M, Conen D, Holtz D, et al.  Prevention of deep-vein thrombosis 
in ambulatory arthroscopic knee surgery: a randomized trial of 
prophylaxis with low-molecular weight heparin.  Arthroscopy 
2002;18(3):257-63. 

15. Planes A, Samama MM, Lensing AW, et al.  Prevention of deep vein 
thrombosis after hip replacement – comparison between two low-
molecular heparins, tinzaparin and enoxaparin.  Thromb Haemost 
1999;81(1):22-5. 

16. Turpie AG, Bauer KA, Eriksson BI, et al.  Postoperative fondaparinux 
versus postoperative enoxaparin for prevention of venous 
thromboembolism after elective hip-replacement surgery: a randomised 
double-blind trial.  Lancet 2002;359(9319):1721-6. 

17. Turpie AG, Hull RD, Schellong SM, et al. Venous thromboembolism risk 
in ischemic stroke patients receiving extended-duration enoxaparin 
prophylaxis: results from the EXCLAIM study. Stroke. 2013 
Jan;44(1):249-51. 

18. Wells PS, Anderson DR, Rodger MA, et al.  A randomized trial 
comparing 2 low-molecular-weight heparins for the outpatient treatment 
of deep vein thrombosis and pulmonary embolism.  Arch Intern Med 
2005;165(7):733-8. 

 
Oral Anticoagulants and Platelet Aggregation Inhibitors      
1. Brilinta [package insert]. Wilmington, DE: AstraZeneca 

Pharmaceuticals; 2013.   
2. Clinical Pharmacology [Accessed 2015 March]. Available from: URL:  

http://www.clinicalpharmacology.com/. 
3. Coumadin [package insert].  Princeton, NJ: Bristol-Myers Squibb; 2011. 
4. Effient (prasugrel) [package insert].  Indianapolis, IN: Eli Lilly and 

Company; 2013. 
5. Eliquis [package insert]. Princeton, NJ: BMS; 2014. 
6. Orange Book. [Accessed 2013 April] Available from: URL: 

http://www.fda.gov/cder/ob/. 
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7. Pharmacist Letter [accessed 2015 March]. Available from: URL: 
www.rxletter.com.  

8. Plavix [package insert]. Bridgewater, NJ: Bristol-Myers Squibb Sanofi 
Pharmaceuticals; 2013. 

9. Pradaxa [package insert]. Ridgefield, CT: Boehringer Ingelheim 
Pharmaceuticals, Inc; 2015. 

10. Savaysa [package insert]. Parsippany, NJ: Daiichi Sankyo, Inc; 2015. 
11. Xarelto [package insert]. Titusville, NJ: Janssen Pharmaceuticals, Inc; 

2015.   
12. Zontivity [package insert]. Whitehouse Station, NJ: Merck; 2014. 
13. Agnelli G, Buller HR, Cohen A, et al. Apixaban for extended treatment 

of venous thromboembolism. NEJM 2013; 368(8):699-708. 
14. Agnelli G, Buller HR, Cohen A, et al. Oral Apixaban for the treatment of 

acute venous thromboembolism. N Engl J Med 2013 Aug 
29;369(9):799-808. 

15. Antithrombotic Trialists' Collaboration. Collaborative meta-analysis of 
randomised trials of antiplatelet therapy for prevention of death, 
myocardial infarction, and stroke in high risk patients. British Medical 
Journal. 324(7329):71-86, 2002 Jan 12.  

16. Bertrand ME.  Rupprecht HJ.  Urban P. et al. Double-blind study of the 
safety of clopidogrel with and without a loading dose in combination 
with aspirin compared with ticlopidine in combination with aspirin after 
coronary stenting: the clopidogrel aspirin stent international cooperative 
study (CLASSICS). Circulation.  102(6): 624-9, 2000 Aug 8. 

17. Bhatt DL, Fox KA, Hacke W, et al.  Clopidogrel and aspirin versus 
aspirin alone for the prevention of atherothrombotic events. N Engl J 
Med.  354(16): 1706-17, 2006 April 20. 

18. Bonaca MP, Scirica BM, Creager MA, et al. Voraxapar in patients with 
peripheral artery disease: results from TRA2{degrees}P-TIMI 50. 
Circulation 2013 April 9; 127(14): 1522-9. 

19. Braunward, et al., Management of patients with unstable angina and 
non-ST-segment elevation myocardial infarction update. 
http://www.acc.org.   

20. Cannon CP, Harrington RA, James S, et al. Comparison of ticagrelor 
with clopidogrel in patients with a planned invasive strategy for acute 
coronary syndromes (PLATO): a randomized double-blind study. 
Lancet. 375(9711): 283-93, 2010 Jan 23.  

21. CAPRIE Steering Committee A randomised, blinded, trial of clopidogrel 
versus aspirin in patients at risk of ischaemic events (CAPRIE). Lancet.  
348(9038):1329-39, 1996 Nov 16. 

22. Chen ZM, Jiang LX, Chen YP, Xie JX, Pan HC, Peto R, et al. Addition 
of clopidogrel to aspirin in 45,852 patients with acute myocardial 
infarction: randomized placebo-controlled trial. Lancet. 366(9497): 
1607-21, 2005 Nov 5. 

23. Connolly SJ, Ezekowitz MD, Yusuf S et al. Dabigatran versus warfarin 
in patients with atrial fibrillation. N Engl J Med 2009; 361(12): 1139-51. 
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24. Diener HC, Connolly SJ, Ezekowitz MD et al. Dabigatran compared with 
warfarin in patients with atrial fibrillation and previous transient 
ischaemic attack or stroke. Lancet Neurology 2010; 9(12): 1157-63. 

25. Eriksson BI, Borris LC, Friedman RJ, et al. Rivaroxaban versus 
enoxaparin for thromboprophylaxis after hip arthroplasy. NEJM. 2008; 
358(26): 2765-75.  

26. Kakkar AK, Brenner B, Dahl OE, et al. Extended duration rivaroxaban 
versus short-term enoxaparin for the prevention of venous 
thromboembolism after total hip arthroplasty: a double-blind, 
randomized controlled trial. Lancet. 2008; 372(9632): 31-9. 

27. Lassen MR, Ageno W, Borris LC, et al. Rivaroxaban versus enoxaparin 
for thromboprophylaxis after total knee arthroplasty. NEJM. 2008; 
358(26): 2776-86.  

28. Lau WC, Waskell LA< Watkins PB, et al.  Atorvastatin reduces the 
ability of clopidogrel to inhibit platelet aggregation: a new drug-drug 
interaction.  Circulation.  107(1):32-7, 2003 Jan 7. 
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