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RULINGS ISSUED BY THE OFFICE OF THE REGISTRAR

The CMS hereby publishes summaries of rulings recently issued by the Complaints Adjudication Unit in respect of complaints
lodged against regulated entities, in terms of Section 47 of the Medical Schemes Act.

These rulings are published solely for information purposes and may not be taken to be precedent setting in any way. Decisions
articulated in these rulings may still be appealed in terms of Section 48 of the Medical Schemes Act. The CMS reserves the
right to modify or remove any information published herein, without prior notice.

The contents of these rulings do not constitute legal or medical advice and may not be taken out of context. The findings and
any opinions expressed in these rulings are based on the specific facts of each complaint, the evidence submitted, and
applicable legal provisions.

The CMS does not assume liability or accept responsibility for any claims for damages or any errors, omissions, arising out of
use, misunderstanding or misinterpretation, or with regard to the accuracy or sufficiency of the information contained in these
publications.

Identifiable personal information of the complainants and any associated individuals have been redacted for their protection.
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The complaint concerned the Scheme’s decision to decline funding Imfinzi® (Durvalumab) as
treatment for the member’s diagnosis of metastatic biliary tract malignancy.

In responding to the complaint, the Scheme submitted that the treating doctor requested to register
the member on the Oncology Programme for his diagnosis of Malignant neoplasm, extrahepatic
bile duct; ICD-10 Code C24.0 and submitted a South African Oncology Consortium (*SAOC”)
application form for the funding of the member's first line adjuvant treatment, 6 cycles of Cytigem®
and Cisacor®, from 10 April 2024 to 25 September 2024. It further indicated that the request
included the member's ECOG scale as level 1 and his histopathology results of 28 March 2024 and
PET scan results of 8 April 2024. The Scheme submitted that it reviewed and approved the funding
of the member’s treatment plan in accordance with the Oncology benefits available on his plan. It
stated that on 24 April 2024, the treating doctor submitted another SAOC application form for the
funding of the member’s first line adjuvant treatment; 6 cycles of Imfinzi® 500mg/10ml from 24 April
2024 to 9 October 2024. The Scheme added that in May 2024, the treating doctor submitted a
request to change the member's treatment regimen by switching Cisacor to Carboplantin. It
approved funding for Cisacor®, Cytigem® and Carbosin® from the Oncology Benefit, however, it
declined funding for Imfinzi® as it is not PMB level of care and therefore could not be funded as
such.

Upon investigation, the submissions made by the parties were reviewed and referred to our Clinical
Review Committee (“CRC”) for a clinical opinion and confirmation of whether the requested
Imfinzi®(Durvalumab) is PMB level of care for the member’s condition and whether Regulation
15H(c) and/or 15I(c) was applicable in this case.

Regulation 15H(c) makes provision for appropriate exceptions where a protocol has been
ineffective or causes or would cause harm to a beneficiary and Regulation 15I(c) of the Act, makes
provision for appropriate substitution of drugs where a formulary drug has been ineffective or causes
or would cause adverse reaction in a beneficiary, without penalty to that beneficiary.
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CRC advised that the requested treatment was not considered PMB level of care for the member’s
condition. It stated that the member’s request was beyond what was considered as first line PMB
treatment. CRC further advised that there was no clinical evidence or motivation to suggest any
contraindications or that the available treatment would cause adverse reactions. Therefore, in light
of the available clinical information it was found that the provisions of Regulation 15H(c) could not
be invoked.

A ruling was subsequently issued with a finding that the Scheme could not be directed to fund
Imfinzi® (Durvalumab) as the treatment did not constitute PMB level of care and was not included in
the SAOC guidelines.
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