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Clinical Policy: Scalp Cooling for the Prevention of  Chemotherapy-

Induced Alopecia
Reference Number: HNCA.CP.MP. 693     

Effective Date: 10/2026   Coding Implications 

Last Review Date:10/2026 Revision Log 

  

See Important Reminder at the end of this policy for important regulatory and legal 

information. 

 

Description  

Chemotherapy-induced alopecia (CIA) is a common and clinically significant adverse effect of 

cancer treatment that may substantially affect patient quality of life and psychosocial well-

being.₅,₆ Risk varies according to the chemotherapy or targeted therapy regimen used.₉–₁₂ While 

most patients experience hair regrowth following treatment completion, recovery may take 

several months and permanent alopecia has been reported with certain agents.₁₁,₁₂ Scalp cooling 

represents the primary evidence-based strategy for reducing the risk of CIA. Scalp cooling is 

currently the most established intervention for reducing the incidence and severity of 

chemotherapy-induced alopecia in selected patients receiving nonmyeloablative chemotherapy 

regimens.₂,₁₉,₂₇ Clinical studies have demonstrated that successful scalp cooling may decrease 

hair loss and improve patient-reported quality of life and body image outcomes.₂,₇ 

Policy/Criteria 

I. Health Net of California considers the use of an FDA-cleared scalp cooling system medically 

necessary when all of the following criteria are met: 

A. The scalp cooling system is prescribed by a licensed health care provider for the 

purpose of reducing the incidence or severity of chemotherapy-induced alopecia; and 

B. The member has a diagnosis of a solid tumor malignancy; and 

C. The scalp cooling system will be used before, during, or after chemotherapy 

administration; and 

D. None of the following contraindications are present: 

1. Pediatric member (under the age of 18); 

2. Continuous-infusion chemotherapy administered over one day or longer that is 

associated with alopecia; 

3. Whole-brain radiation therapy or targeted brain irradiation; 

4. Cold agglutinin disease, cryoglobulinemia, or post-traumatic cold dystrophy; 

5. Small cell lung cancer or squamous cell carcinoma of the lung; 

6. Skin cancers, including melanoma, squamous cell carcinoma, or Merkel cell 

carcinoma; 

7. A hematologic malignancy, including leukemia or lymphoma, when 

chemotherapy    is administered with curative intent; 

8. A malignancy with a high likelihood of metastases in transit involving the scalp 

 

II. Health Net of California considers scalp cooling not medically necessary when the above 

criteria are not met. 

 

Background 
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Chemotherapy-induced alopecia (CIA) is a common adverse effect of systemic anticancer 

therapy, occurring in approximately 65% of patients receiving chemotherapy.₁₆ CIA most 

frequently presents as complete scalp alopecia but may also occur as diffuse or patchy hair loss. 

Hair loss is typically most pronounced in the scalp, particularly in the crown and frontal regions 

where hair density is lower and regrowth may be slower. The condition results from the 

cytotoxic effects of chemotherapy on rapidly dividing hair follicle matrix cells during the anagen 

(growth) phase of the hair cycle.₄,₉ Although alopecia is generally reversible, it may have 

significant psychological and social consequences, including diminished quality of life, 

depression, body image disturbance, and treatment-related distress.₅,₆ Some patients may 

consider delaying or avoiding cancer treatment because of concerns regarding hair loss.₅ 

 

A prospective, multicenter study evaluating the impact of CIA on quality of life in patients with 

breast cancer demonstrated that alopecia remained one of the most distressing treatment-related 

adverse effects throughout chemotherapy and during follow-up. Patients who experienced 

successful scalp cooling reported improved health-related quality of life and body image 

compared with patients who experienced unsuccessful scalp cooling.₇ Hair recovery typically 

requires several months and may take up to one year, prolonging the psychosocial impact of 

treatment.₅,₇ 

 

Contraindications and Safety Considerations 

 

The strongest support for the contraindications in this policy comes from FDA-reviewed device 

labeling and manufacturer safety information rather than from comparative clinical trials 

designed to evaluate each excluded population.₃₁,₃₂ DigniCap labeling identifies pediatric 

patients and adults with cold sensitivity, cold agglutinin disease, cryoglobulinemia, 

cryofibrinogenemia, cold urticaria, central nervous system malignancies, certain lung, head and 

neck, and skin cancers, hematologic malignancies treated with curative-intent chemotherapy, 

malignancies with a high likelihood of metastases in transit, planned bone marrow ablation, and 

prior or planned skull irradiation as populations in whom the device should not be used.₃₁,₃₂ The 

biological rationale is that marked cooling may precipitate complications in cold-reactive 

disorders; reduced scalp blood flow could theoretically protect malignant cells in diseases 

involving the blood, skin, scalp, or central nervous system; and skull irradiation may narrow 

cutaneous vessels and reduce cooling effectiveness.₃₁,₃₂ Bone marrow-ablative regimens and 

hematologic malignancies also fall outside the FDA-cleared indication for patients with solid 

tumors.₃₁  

 

Peer-reviewed safety evidence is reassuring for appropriately selected adults with solid tumors 

but does not establish safety for every excluded population. A systematic review and meta-

analysis in breast cancer found scalp metastases in 0.61% of 1,959 scalp-cooled patients and 

0.41% of 1,238 patients who did not receive scalp cooling; the difference was not statistically 

significant (P = 0.43).₃₃ A retrospective cohort study of 1,370 women receiving neoadjuvant or 

adjuvant chemotherapy for nonmetastatic breast cancer likewise found no adverse effect on 

overall survival with scalp cooling (adjusted hazard ratio 0.89; 95% confidence interval, 0.68–

1.17).₃₄ These studies support the general safety of scalp cooling in nonmetastatic breast cancer, 
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but they do not directly evaluate hematologic malignancies, primary or metastatic central 

nervous system disease, skin cancers, marrow-ablative therapy, or the other tumor-specific 

exclusions in device labeling.₃₁–₃₄  

 

Evidence supporting pediatric exclusion and continuous-infusion exclusion is limited and 

evolving. Although current U.S. device information lists pediatric use as contraindicated,₃₁,₃₂ a 

small 2025 nonrandomized study of 22 children with acute lymphoblastic leukemia reported 

successful hair preservation in 9 of 10 evaluable children receiving scalp cooling versus 2 of 9 

controls, without reported headache or dizziness; the study was small, involved one disease and 

induction regimen, and was not sufficient to establish broad pediatric safety.₃₅ A separate 

pediatric solid-tumor and nonmalignant-condition study remained ongoing in 2026.₃₆ For 

prolonged or continuous infusions, available sources indicate that effectiveness varies with drug, 

dose, infusion duration, metabolism, and required post-infusion cooling time, but they do not 

provide strong direct evidence for categorically defining all infusions lasting one day or longer as 

a contraindication.₂₂,₂₄ Accordingly, these items are more accurately characterized as device-

label restrictions, populations with insufficient evidence, or circumstances of uncertain feasibility 

and effectiveness unless additional regimen-specific evidence is identified.  

 

 

Coding Implications 

 

This clinical policy references Current Procedural Terminology (CPT®). CPT® is a registered 

trademark of the American Medical Association. All CPT codes and descriptions are copyrighted 

2026, American Medical Association. All rights reserved. CPT codes and CPT descriptions are 

from the current manuals and those included herein are not intended to be all-inclusive and are 

included for informational purposes only.  Codes referenced in this clinical policy are for 

informational purposes only.  Inclusion or exclusion of any codes does not guarantee coverage.  

Providers should reference the most up-to-date sources of professional coding guidance prior to 

the submission of claims for reimbursement of covered services. 

 

CPT® 

Codes  

Description 

97007 Mechanical scalp cooling, including individual cap supply with head 

measurement, fitting, and patient education. 

97008 Mechanical scalp cooling; including hair preparation, individual cap 

placement, therapy initiation, and precooling period. 

97009 Mechanical scalp cooling provided after discontinuation of chemotherapy, 

each additional 30 minutes; list separately in addition to the primary 

procedure. 

 

 

Reviews, Revisions, and Approvals Date Approval 

Date 

Policy created 10/26 10/26 



Clinical Policy   
Scalp Cooling for the Prevention of Chemotherapy-Induced Alopecia                                                     

  

  

Page 4 of 7 

 

References 

1. American Cancer Society. Cold caps and scalp cooling systems. American Cancer 

Society. Updated September 5, 2025. Accessed October 14, 2026. Available at: American 

Cancer Society: Cold Caps and Scalp Cooling Systems. 

2. Bajpai J, Kagwade S, Chandrasekharan A, et al. Randomised controlled trial of scalp 

cooling for the prevention of chemotherapy induced alopecia. Breast. 2020 Feb;49:187-

193. doi: 10.1016/j.breast.2019.12.004. Epub 2019 Dec 12. 

3. Centers for Medicare & Medicaid Services (CMS). Local Coverage Determination 

(LCD): Scalp Cooling for the Prevention of Chemotherapy-Induced Alopecia (L39573). 

Medicare Coverage Database. Accessed October 14, 2026. Available at: CMS LCD 

L39573. 

4. Shah VV, Wikramanayake TC, DelCanto GM, et al. Scalp hypothermia as a preventative 

measure for chemotherapy-induced alopecia: A review of controlled clinical trials. J Eur 

Acad Dermatol Venereol. 2018;32(5):720-734. 

5. Lemieux J, Maunsell E, Provencher L. Chemotherapy-induced alopecia and effects on 

quality of life among women with breast cancer: A literature review. Psycho-Oncology. 

2008;17(4):317-328. 

6. Choi EK, Kim IR, Chang O, et al. Impact of chemotherapy-induced alopecia distress on 

body image, psychosocial well-being, and depression in breast cancer patients. Psycho-

Oncology. 2014;23(10):1103-1110. 

7. van den Hurk CJ, Mols F, Vingerhoets AJ, Breed WP. Impact of alopecia and scalp 

cooling on the well-being of breast cancer patients. Psycho-Oncology. 2010;19(7):701-

709. 

8. Vasconcelos I, Wiesske A, Schoenegg W. Scalp cooling successfully prevents alopecia in 

breast cancer patients undergoing anthracycline/taxane-based chemotherapy. Breast. 

2018;40:1-3. 

9. Freites-Martinez A, Shapiro J, Goldfarb S, et al. CME part 1: Hair disorders in cancer 

patients. J Am Acad Dermatol. 2019;80(5):1179-1196. 

10. Hortobagyi GN, Stemmer SM, Burris HA, et al. Ribociclib as first-line therapy for HR-

positive, advanced breast cancer. N Engl J Med. 2016;375(18):1738-1748. 

11. Kluger N, Jacot W, Frouin E, et al. Permanent scalp alopecia related to breast cancer 

chemotherapy by sequential fluorouracil/epirubicin/cyclophosphamide (FEC) and 

docetaxel: A prospective study of 20 patients. Annals of Oncology. 2012;23(11):2879-

2884. 

12. Martín M, de la Torre-Montero JC, López-Tarruella S, et al. Persistent major alopecia 

following adjuvant docetaxel for breast cancer: Incidence, characteristics, and prevention 

with scalp cooling. Breast Cancer Research and Treatment. 2018;171(3):627-634. 

13. National Comprehensive Cancer Network (NCCN). Breast cancer. NCCN Clinical 

Practice Guidelines in Oncology, version 1.2019. Fort Washington, PA: NCCN; 2019. 

14. Rodriguez R, Machiavelli M, Leone B, et al. Minoxidil (Mx) as a prophylaxis of 

doxorubicin-induced alopecia. Annals of Oncology. 1994;5(8):769-770. 

15. Duvic M, Lemak NA, Valero V, et al. A randomized trial of minoxidil in chemotherapy-

induced alopecia. J Am Acad Dermatol. 1996;35(1):74-78. 



Clinical Policy   
Scalp Cooling for the Prevention of Chemotherapy-Induced Alopecia                                                     

  

  

Page 5 of 7 

16. Rubio-Gonzalez B, Juhász M, Fortman J, Mesinkovska NA. Pathogenesis and treatment 

options for chemotherapy-induced alopecia: A systematic review. International Journal 

of Dermatology. 2018;57(12):1417-1424. 

17. Kargar M, Sarvestani RS, Khojasteh HN, Heidari MT. Efficacy of penguin cap as scalp 

cooling system for prevention of alopecia in patients undergoing chemotherapy. J Adv 

Nurs. 2011;67(11):2473-2477. 

18. Gradishar WJ, Moran MS, Abraham J, et al. Breast cancer, version 4.2021: Featured 

updates to the NCCN guidelines. J Natl Compr Canc Netw. 2021;19(5):484-494. 

19. Rugo HS, Voigt J. Scalp hypothermia for preventing alopecia during chemotherapy. A 

systematic review and meta-analysis of randomized controlled trials. Clin Breast Cancer. 

2018;18(1):19-28. 

20. Mustoe MM, Lee CM, Melisko ME, Esserman LJ, Rugo HS. The DigniCap Scalp 

Cooling System and its use in the treatment of chemotherapy-induced alopecia. Future 

Oncol. 2018;14(24):2461-2469. 

21. Bajpai J, Kagwade S, Chandrasekharan A, et al. Randomised controlled trial of scalp 

cooling for the prevention of chemotherapy induced alopecia. Breast. 2020;49:187-193. 

22. Komen MM, Smorenburg CH, van den Hurk CJ, Nortier JW. Factors influencing the 

effectiveness of scalp cooling in the prevention of chemotherapy-induced alopecia. 

Oncologist. 2013;18(7):885-891. 

23. van den Hurk CJ, van den Akker-van Marle ME, Breed WP, van de Poll-Franse LV, 

Nortier JW, Coebergh JW. Cost-effectiveness analysis of scalp cooling to reduce 

chemotherapy-induced alopecia. Acta Oncologica. 2014;53(1):80-87. 

24. Lugtenberg RT, van den Hurk CJ, Smorenburg CH, et al. Comparable effectiveness of 

45- and 20-min post-infusion scalp cooling time in preventing paclitaxel-induced 

alopecia - a randomized controlled trial. Supportive Care in Cancer. 2022;30(8):6641-

6648. 

25. Rugo HS, Klein P, Melin SA, et al. Association between use of a scalp cooling device 

and alopecia after chemotherapy for breast cancer. Jama. 2017;317(6):606-614. 

26. Munzone E, Bagnardi V, Campennì G, et al. Preventing chemotherapy-induced alopecia: 

A prospective clinical trial on the efficacy and safety of a scalp-cooling system in early 

breast cancer patients treated with anthracyclines. Br J Cancer. 2019;121(4):325-331. 

27. Nangia J, Wang T, Osborne C, et al. Effect of a scalp cooling device on alopecia in 

women undergoing chemotherapy for breast cancer: The SCALP randomized clinical 

trial. Jama. 2017;317(6):596-605. 

28. Shin H, Jo SJ, Kim DH, Kwon O, Myung SK. Efficacy of interventions for prevention of 

chemotherapy-induced alopecia: A systematic review and meta-analysis. Int J Cancer. 

2015;136(5):E442-E454. 

29. Wang S, Yang T, Shen A, Qiang W, Zhao Z, Zhang F. The scalp cooling therapy for hair 

loss in breast cancer patients undergoing chemotherapy: A systematic review and meta-

analysis. Supportive Care in Cancer. 2021;29(11):6943-6956. 

30. Ross M, Fischer-Cartlidge E. Scalp cooling: A literature review of efficacy, safety, and 

tolerability for chemotherapy-induced alopecia. Clin J Oncol Nurs. 2017;21(2):226-233. 



Clinical Policy   
Scalp Cooling for the Prevention of Chemotherapy-Induced Alopecia                                                     

  

  

Page 6 of 7 

31. U.S. Food and Drug Administration. De Novo Classification Request for DigniCap Scalp 

Cooling System (DEN150010): Decision Summary. Decision date December 8, 2015. 

Accessed October 14, 2026. Available at: FDA DEN150010 decision summary. 

32. Dignitana. Contraindications and Warnings: DigniCap Scalp Cooling System. Accessed 

October 14, 2026. Available at: DigniCap contraindications and warnings. 

33. Rugo HS, Melin SA, Voigt J. Scalp cooling with adjuvant/neoadjuvant chemotherapy for 

breast cancer and the risk of scalp metastases: Systematic review and meta-analysis. 

Breast Cancer Res Treat. 2017;163(2):199-205. doi: 10.1007/s10549-017-4185-9. 

34. Lemieux J, Provencher L, Perron L, et al. No effect of scalp cooling on survival among 

women with breast cancer. Breast Cancer Res Treat. 2015;149(1):263-268. doi: 

10.1007/s10549-014-3231-0. 

35. Kumar R, Prakash S, Bansal S, et al. Efficacy of scalp cooling to prevent chemotherapy-

induced alopecia in children with acute lymphoblastic leukemia: A non-randomized trial. 

Support Care Cancer. 2025;33(12):1153. doi: 10.1007/s00520-025-10190-9. 

36. St. Jude Children's Research Hospital. COOLCAP Pilot Study of Cold Cap Therapy for 

Prevention of Hairloss in Pediatric Patients Receiving Chemotherapy for Non-Malignant 

Indications and Solid Tumors. ClinicalTrials.gov identifier NCT04764357. Updated May 

1, 2026. Accessed October 14, 2026. Available at: ClinicalTrials.gov NCT04764357. 

 

 

Important Reminder 

This clinical policy has been developed by appropriately experienced and licensed health care 

professionals based on a review and consideration of currently available generally accepted 

standards of medical practice; peer-reviewed medical literature; government agency/program 

approval status; evidence-based guidelines and positions of leading national health professional 

organizations; views of physicians practicing in relevant clinical areas affected by this clinical 

policy; and other available clinical information. The Health Plan makes no representations and 

accepts no liability with respect to the content of any external information used or relied upon in 

developing this clinical policy. This clinical policy is consistent with standards of medical 

practice current at the time that this clinical policy was approved. “Health Plan” means a health 

plan that has adopted this clinical policy and that is operated or administered, in whole or in part, 

by Centene Management Company, LLC, or any of such health plan’s affiliates, as applicable. 

 

The purpose of this clinical policy is to provide a guide to medical necessity, which is a 

component of the guidelines used to assist in making coverage decisions and administering 

benefits. It does not constitute a contract or guarantee regarding payment or results. Coverage 

decisions and the administration of benefits are subject to all terms, conditions, exclusions and 

limitations of the coverage documents (e.g., evidence of coverage, certificate of coverage, policy, 

contract of insurance, etc.), as well as to state and federal requirements and applicable Health 

Plan-level administrative policies and procedures.    

 

This clinical policy is effective as of the date determined by the Health Plan. The date of posting 

may not be the effective date of this clinical policy. This clinical policy may be subject to 

applicable legal and regulatory requirements relating to provider notification. If there is a 
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discrepancy between the effective date of this clinical policy and any applicable legal or 

regulatory requirement, the requirements of law and regulation shall govern. The Health Plan 

retains the right to change, amend or withdraw this clinical policy, and additional clinical 

policies may be developed and adopted as needed, at any time. 

 

This clinical policy does not constitute medical advice, medical treatment or medical care.  It is 

not intended to dictate to providers how to practice medicine. Providers are expected to exercise 

professional medical judgment in providing the most appropriate care, and are solely responsible 

for the medical advice and treatment of members.  This clinical policy is not intended to 

recommend treatment for members. Members should consult with their treating physician in 

connection with diagnosis and treatment decisions.  

 

Providers referred to in this clinical policy are independent contractors who exercise independent 

judgment and over whom the Health Plan has no control or right of control.  Providers are not 

agents or employees of the Health Plan. 

 

This clinical policy is the property of the Health Plan. Unauthorized copying, use, and 

distribution of this clinical policy or any information contained herein are strictly prohibited.  

Providers, members and their representatives are bound to the terms and conditions expressed 

herein through the terms of their contracts.  Where no such contract exists, providers, members 

and their representatives agree to be bound by such terms and conditions by providing services to 

members and/or submitting claims for payment for such services.   

 

Note: For Medicaid members, when state Medicaid coverage provisions conflict with the 

coverage provisions in this clinical policy, state Medicaid coverage provisions take precedence. 

Please refer to the state Medicaid manual for any coverage provisions pertaining to this clinical 

policy. 

 

Note: For Medicare members, to ensure consistency with the Medicare National Coverage 

Determinations (NCD) and Local Coverage Determinations (LCD), all applicable NCDs and 

LCDs should be reviewed prior to applying the criteria set forth in this clinical policy. Refer to 

the CMS website at http://www.cms.gov for additional information.  
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