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Dear ADA board of directors: 

The Undersea and Hyperbaric Medical Society (UHMS), American College of Hyperbaric Medicine 

(ACHM), Canadian Undersea and Hyperbaric Medical Association (CUHMA), European Undersea and 

Baromedical Society (EUBS), European Committee on Hyperbaric Medicine (ECHM), the Societa 

Italiana di Medicina Subacquea ed Iperbarica (SIMSI), the Sociedade Brasileira de Medicina Hiperbárica  

(SBMH), Southern African Underwater and Hyperbaric Medical Association (SAUHMA), the Hyperbaric 

Society of India (HSI), the Swedish Wound Healing Society (SHWS) and the South Pacific Underwater 

Medical Society (SPUMS) have been made aware of the following position statement from the ADA that 

is to be released in the upcoming year.  

 

The American Diabetes Association’s annual Standards of Medical Care in Diabetes provides 

comprehensive guidelines for clinicians caring for people with diabetes. The Standards are 

developed by the Professional Practice Committee (PPC), a multi-disciplinary team of 12 

leading experts in the field of diabetes care. On an annual basis, the PPC conducts a 

comprehensive review of all areas of diabetes care, including foot and wound care. The PPC 

reviewed the available data on the use of hyperbaric oxygen therapy in 2016 and did not 

identify enough supporting data on the efficacy of this treatment to recommend its use. The PPC 

continues to review all treatment options available for people with diabetes with evidence-based 

criteria for potential inclusion the Association’s Standards of Medical Care, a resource for 

providers and people with diabetes to guide diagnosis and treatment. 

 

William T. Cefalu, MD, Chief Scientific, Medical & Mission Officer of the American Diabetes 

Association 
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We take issue with the conclusions of the statement – especially without the benefit of any references or 

analysis which one would hope would accompany the statement – and would like the opportunity to 

address our concerns with the members of the PPC in charge of the comprehensive review of the 

hyperbaric medicine literature, as well as members of the ADA board of directors. 

 

As the leading scientific and medical specialty organizations in our respective countries, we bear the 

responsibility of objectively analyzing the existing literature in order to provide the most reasonable 

recommendations to patients and providers. There are several randomized controlled trials [1-9], a 

plethora of observational studies[9-22], and an abundance of meta-analyses and systematic reviews of the 

hyperbaric medicine literature with regard to treatment of diabetic foot ulcers[23-35]. It is beyond the 

scope of this letter to conduct yet another meta-analysis of the literature, but the statement that “there is 

not enough supporting data” to recommend the use of hyperbaric oxygen therapy for diabetic foot wounds 

belies the fact that the majority of the research is positive. The negative results are largely based on two 

recently published studies[3, 36] that have either corrupt data[37-39] or poor design[40-44]. We strongly 

believe that the statement by the ADA is based on fundamentally flawed research and will serve as a 

detriment to the millions of people worldwide who currently live with a diagnosis of diabetes. 

 

Based on the existing reliable evidence [1-35], the question that we should be asking is not whether 

hyperbaric oxygen is effective for DFU, but for which DFU is HBO2 an effective adjunctive therapy. 

This has been recently addressed in Europe[45, 46], and the UHMS and ACHM, with the input of the 

international scientific societies in the field of hyperbaric medicine, commit to developing appropriate use 

standards based on sound scientific research. 

 

In conclusion, we request a meeting with Dr. Cefalu and the PPC to discuss our concerns about the 

ADA’s interpretation of the literature, petition the ADA board of directors and the PPC to consider 

amending or revising the ADA position statement, demand a list of scientific references and/or analyses 

that has led the PPC to their current negative position on the use of adjunctive HBO2 therapy for the 

treatment of select DFUs, and ask for a public comment period before making the ADA position final. 

Anything short of this demonstrates a lack of both transparency and scientific discourse. 

 

Sincerely, 

 
Enoch Huang, MD 

President, Undersea and Hyperbaric Medical 

Society 

 
Jayesh Shah, MD 

President, American College of Hyperbaric 

Medicine 

 

 

 

 
Debbie Pestell, MD 

President, Canadian Undersea and Hyperbaric 

Medical Association 

 
Jacek Kot, MD 

President, European Undersea and Baromedical 

Society 
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Daniel Mathieu, MD 

President, European Committee on Hyperbaric 

Medicine 

 
Pasquale Longobardi, MD 

President, Societa Italiana di Medicina 

Subacquea ed Iperbarica 

 
Fabrício Valandro Rech, MD 

President, Sociedade Brasileira de Medicina 

Hiperbárica 

 

 

 

 

 

 

 

 

 
David Smart, MD 

President, South Pacific Underwater Medical 

Society 

 

 
Tarun Sahni, MD 

President, Hyperbaric Society of India 

 
Magnus Löndahl, MD 

President, Swedish Wound Healing Society 

 
Gregory Weir, MD 

President, Southern African Underwater and 

Hyperbaric Medical Association

  



ADA Board of Directors 

Wednesday, July 19, 2017 

Page 4 

References 
 

1. Abidia, A., et al., The role of hyperbaric oxygen therapy in ischaemic diabetic lower extremity ulcers: a double-blind 
randomised-controlled trial. Eur J Vasc Endovasc Surg, 2003. 25(6): p. 513-8. 

2. Duzgun, A.P., et al., Effect of hyperbaric oxygen therapy on healing of diabetic foot ulcers. J Foot Ankle Surg, 2008. 
47(6): p. 515-9. 

3. Fedorko, L., et al., Hyperbaric Oxygen Therapy Does Not Reduce Indications for Amputation in Patients With Diabetes 
With Nonhealing Ulcers of the Lower Limb: A Prospective, Double-Blind, Randomized Controlled Clinical Trial. 
Diabetes Care, 2016. 

4. Londahl, M., et al., Hyperbaric oxygen therapy facilitates healing of chronic foot ulcers in patients with diabetes. 
Diabetes Care, 2010. 33(5): p. 998-1003. 

5. Ma, L., et al., A prospective, randomized, controlled study of hyperbaric oxygen therapy: effects on healing and 
oxidative stress of ulcer tissue in patients with a diabetic foot ulcer. Ostomy Wound Manage, 2013. 59(3): p. 18-24. 

6. Doctor, N., S. Pandya, and A. Supe, Hyperbaric oxygen therapy in diabetic foot. J Postgrad Med, 1992. 38(3): p. 112-4, 
111. 

7. Faglia, E., et al., Adjunctive systemic hyperbaric oxygen therapy in treatment of severe prevalently ischemic diabetic 
foot ulcer. A randomized study. Diabetes Care, 1996. 19(12): p. 1338-43. 

8. Kaur, S., et al., Evaluation of the efficacy of hyperbaric oxygen therapy in the management of chronic nonhealing 
ulcer and role of periwound transcutaneous oximetry as a predictor of wound healing response: A randomized 
prospective controlled trial. J Anaesthesiol Clin Pharmacol, 2012. 28(1): p. 70-5. 

9. Kessler, L., et al., Hyperbaric oxygenation accelerates the healing rate of nonischemic chronic diabetic foot ulcers: a 
prospective randomized study. Diabetes Care, 2003. 26(8): p. 2378-82. 

10. Baroni, G., et al., Hyperbaric oxygen in diabetic gangrene treatment. Diabetes Care, 1987. 10(1): p. 81-6. 
11. Cianci, P., Adjunctive hyperbaric oxygen therapy in the treatment of the diabetic foot. J Am Podiatr Med Assoc, 1994. 

84(9): p. 448-55. 
12. Davis, J.C., The use of adjuvant hyperbaric oxygen in treatment of the diabetic foot. Clin Podiatr Med Surg, 1987. 

4(2): p. 429-37. 
13. Eggert, J.V., E.R. Worth, and C.C. Van Gils, Cost and mortality data of a regional limb salvage and hyperbaric 

medicine program for Wagner Grade 3 or 4 diabetic foot ulcers. Undersea Hyperb Med, 2016. 43(1): p. 1-8. 
14. Faglia, E., et al., Predictive values of transcutaneous oxygen tension for above-the-ankle amputation in diabetic 

patients with critical limb ischemia. Eur J Vasc Endovasc Surg, 2007. 33(6): p. 731-6. 
15. Faglia, E., et al., Change in major amputation rate in a center dedicated to diabetic foot care during the 1980s: 

prognostic determinants for major amputation. J Diabetes Complications, 1998. 12(2): p. 96-102. 
16. Fife, C.E., et al., Factors influencing the outcome of lower-extremity diabetic ulcers treated with hyperbaric oxygen 

therapy. Wound Repair Regen, 2007. 15(3): p. 322-31. 
17. Fife, C.E., et al., The predictive value of transcutaneous oxygen tension measurement in diabetic lower extremity 

ulcers treated with hyperbaric oxygen therapy: a retrospective analysis of 1,144 patients. Wound Repair Regen, 
2002. 10(4): p. 198-207. 

18. Kalani, M., et al., Hyperbaric oxygen (HBO) therapy in treatment of diabetic foot ulcers. Long-term follow-up. J 
Diabetes Complications, 2002. 16(2): p. 153-8. 

19. Kaya, A., et al., Can major amputation rates be decreased in diabetic foot ulcers with hyperbaric oxygen therapy? Int 
Orthop, 2009. 33(2): p. 441-6. 

20. Oriani, G., et al., Hyperbaric Oxygen Therapy in Diabetic Gangrene. Journal of Hyperbaric Medicine, 1990. 5(3): p. 
171-175. 

21. Oriani, G., et al., Diabetic Foot and Hyperbaric Oxygen Therapy: A Ten-Year Experience. Journal of Hyperbaric 
Medicine, 1992. 7(4): p. 213-221. 

22. Zamboni, W.A., et al., Evaluation of hyperbaric oxygen for diabetic wounds: a prospective study. Undersea Hyperb 
Med, 1997. 24(3): p. 175-9. 

23. Bishop, A.J. and E. Mudge, Diabetic foot ulcers treated with hyperbaric oxygen therapy: a review of the literature. Int 
Wound J, 2014. 11(1): p. 28-34. 

24. Game, F.L., et al., A systematic review of interventions to enhance the healing of chronic ulcers of the foot in 
diabetes. Diabetes Metab Res Rev, 2012. 28 Suppl 1: p. 119-41. 



ADA Board of Directors 

Wednesday, July 19, 2017 

Page 5 

25. Goldman, R.J., Hyperbaric oxygen therapy for wound healing and limb salvage: a systematic review. PM R, 2009. 
1(5): p. 471-89. 

26. Kranke, P., et al., Hyperbaric oxygen therapy for chronic wounds. Cochrane Database Syst Rev, 2012. 4: p. CD004123. 
27. Liu, R., et al., Systematic review of the effectiveness of hyperbaric oxygenation therapy in the management of chronic 

diabetic foot ulcers. Mayo Clin Proc, 2013. 88(2): p. 166-75. 
28. Londahl, M., Hyperbaric oxygen therapy as adjunctive treatment for diabetic foot ulcers. Int J Low Extrem Wounds, 

2013. 12(2): p. 152-7. 
29. O'Reilly, D., et al., Hyperbaric Oxygen Therapy for Diabetic Ulcers: Systematic Review and Meta-Analysis. 

International Journal of Technology Assessment in Health Care, 2013. 29(3): p. 269-281. 
30. Roeckl-Wiedmann, I., M. Bennett, and P. Kranke, Systematic review of hyperbaric oxygen in the management of 

chronic wounds. Br J Surg, 2005. 92(1): p. 24-32. 
31. Stoekenbroek, R.M., et al., Hyperbaric oxygen for the treatment of diabetic foot ulcers: a systematic review. Eur J 

Vasc Endovasc Surg, 2014. 47(6): p. 647-55. 
32. Wang, Z., et al., A systematic review and meta-analysis of tests to predict wound healing in diabetic foot. J Vasc Surg, 

2016. 63(2 Suppl): p. 29S-36S e1-2. 
33. Wunderlich, R.P., E.J. Peters, and L.A. Lavery, Systemic hyperbaric oxygen therapy: lower-extremity wound healing 

and the diabetic foot. Diabetes Care, 2000. 23(10): p. 1551-5. 
34. Murad, M.H., et al., Using GRADE for evaluating the quality of evidence in hyperbaric oxygen therapy clarifies 

evidence limitations. J Clin Epidemiol, 2014. 67(1): p. 65-72. 
35. Huang, E.T., et al., A clinical practice guideline for the use of hyperbaric oxygen therapy in the treatment of diabetic 

foot ulcers. Undersea Hyperb Med, 2015. 42(3): p. 205-47. 
36. Margolis, D.J., et al., Lack of effectiveness of hyperbaric oxygen therapy for the treatment of diabetic foot ulcer and 

the prevention of amputation: a cohort study. Diabetes Care, 2013. 36(7): p. 1961-6. 
37. Carter, M.J., C.E. Fife, and M. Bennett, Comment on: Margolis et al. lack of Effectiveness of hyperbaric oxygen 

therapy for the treatment of diabetic foot ulcer and the prevention of amputation: a cohort study. Diabetes Care 
2013;36:1961-1966. Diabetes Care, 2013. 36(8): p. e131. 

38. Londahl, M. and P. Katzman, Comments on Margolis et al. Lack of effectiveness of hyperbaric oxygen therapy for the 
treatment of diabetic foot ulcer and the prevention of amputation. Int Wound J, 2015. 12(2): p. 232. 

39. Margolis, D.J., et al., Response to Comments on: Margolis et al. Lack of effectiveness of hyperbaric oxygen therapy for 
the treatment of diabetic foot ulcer and the prevention of amputation: a cohort study. Diabetes Care 2013;36:1961-
1966. Diabetes Care, 2013. 36(8): p. e132-3. 

40. Fedorko, L., et al., Response to Comments on Fedorko et al. Hyperbaric Oxygen Therapy Does Not Reduce Indications 
for Amputation in Patients With Diabetes With Nonhealing Ulcers of the Lower Limb: A Prospective, Double-Blind, 
Randomized Controlled Clinical Trial. Diabetes Care 2016;39:392-399. Diabetes Care, 2016. 39(8): p. e136-7. 

41. Huang, E.T., Comment on Fedorko et al. Hyperbaric Oxygen Therapy Does Not Reduce Indications for Amputation in 
Patients With Diabetes With Nonhealing Ulcers of the Lower Limb: A Prospective, Double-Blind, Randomized 
Controlled Clinical Trial. Diabetes Care 2016;39:392-399. Diabetes Care, 2016. 39(8): p. e133-4. 

42. Londahl, M., K. Fagher, and P. Katzman, Comment on Fedorko et al. Hyperbaric Oxygen Therapy Does Not Reduce 
Indications for Amputation in Patients With Diabetes With Nonhealing Ulcers of the Lower Limb: A Prospective, 
Double-Blind, Randomized Controlled Clinical Trial. Diabetes Care 2016;39:392-399. Diabetes Care, 2016. 39(8): p. 
e131-2. 

43. Murad, M.H., Comment on Fedorko et al. Hyperbaric Oxygen Therapy Does Not Reduce Indications for Amputation in 
Patients With Diabetes With Nonhealing Ulcers of the Lower Limb: A Prospective, Double-Blind, Randomized 
Controlled Clinical Trial. Diabetes Care 2016;39:392-399. Diabetes Care, 2016. 39(8): p. e135. 

44. LeDez, K., Serious concerns about the Toronto Hyperbaric Oxygen for Diabetic Foot Ulcer study. Undersea Hyperb 
Med, 2016. 43(6): p. 737-741. 

45. Mathieu, D., A. Marroni, and J. Kot, Tenth European Consensus Conference on Hyperbaric Medicine: 
recommendations for accepted and non-accepted clinical indications and practice of hyperbaric oxygen treatment. 
Diving Hyperb Med, 2017. 47(1): p. 24-32. 

46. Gottrup, F., et al., Use of Oxygen Therapies in Wound Healing. J Wound Care, 2017. 26(Sup5): p. S1-S43. 
 

 

 


