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Since 1990, the Medical Oncology Association of Southern California (MOASC) has been and is an advocate for, protects, and advances the interests of cancer patients and their treating physicians in providing effective and state of the art cancer care. 

This is in response to proposed rule CMS-1325-P.
CMS has issued proposed rules to implement a Competitive Acquisition Program

(CAP) for oncology drugs beginning January 1, 2006.

The following are the comments which represent MOASC’s position on CMS’s proposed rule, CMS-1325-P
1.         The ordering, receipt, inventory, and discussions with the vendor about unused drugs, together with the documentation of wastage and return shipments, constitute an additional cost to the practice, which is high. This technical/clerical role takes approximately 45 minutes per drug per patient.  The professional physician supervision of this process is also high, requiring approximately 15 minutes per drug per patient, per administration including physician supervision and attestation by signature on every individual drug order and review of all the above procedures. Such costs are high because any violation of the use of such drugs for any other individual, Medicare or not, constitutes a violation of the Medicare Act and as a consequence constitutes Medicare fraud. Since Medicare fraud carries such high penalties, close supervision and close monitoring by both professional staff and by physicians is required to comply with this process. Therefore, there should be a professional code associated with acquisition of chemotherapeutic drugs and this CPT code should be fully funded and should consist of a technical component performed by staff, and a professional component performed by physician. Clearly, these additional times are not included within the customary administration codes, since they are totally dependent on the CAP Program.  Since this CAP Program will be saving Medicare substantial amounts of money, and will offer substantial amounts of information to Medicare, it is reasonable for Medicare to fund the program sufficiently so that the CAP program may be implemented and be of benefit to patient¹s, physicians, vendors, and the Medicare Program itself.

2.  The vendors must be required to supply all versions of any drug, since some will have more reactions than others, and since some will require more time to prepare.  For example, premixed cyclophosphamide is easier to administer than cyclophosphamide powder.  Since the less efficient form presents additional time and supervision requirements to a practice, the practice should be able to obtain the most efficient drug for the patient, the nurses, and physicians and should be have the opportunity to acquire any version of the drug which has less reaction and less risk for the patient.
3.  A separate inventory system for drugs is not currently in place and is costly to develop.  Although CMS is not proposing any payment to physicians for administrative work and although CMS believes that the clerical and inventory expenses are no greater with the CAP Program,

compared to the ASP based program, this is, indeed, not the case.  Because there are such stringent rules for Medicare fraud and such high penalties, at the minimum a separate inventory system and separate stocking of supplies for individual patients will be mandatory if an individual practice is to comply adequately with Medicare rules.  Therefore, the practice should be reimbursed for that additional work through a pharmaceutical service fee or a fee for provision of a chemotherapy agent (such as 96545).

4. If the vendor erroneously delivers drugs mislabeled for the wrong patient, is the physician¹s practice going to be liable for that error on the part of the vendor.  Therefore, the vendor must have rules and regulations which require liability insurance and which indemnify the practice for any errors in administration consequent to vendor misrepresentation or vendor error.

5. Since the physician¹s office will have to give a prescription to the vendor for any new patient, this represents additional work for the practice compared to the current ASP based system.  This process must be paid for by a pharmacy CPT code.

6. CMS feels that the clerical and inventory work is bundled into the payment for the drug administration codes.  This is not the case.  Since drug administration codes were for an ASP based system which did not require any of the process of separate inventorying, separate stocking, separate prescriptions, which are currently required by the proposed rule, it clearly represents activities which have never been bundled.  Therefore, a separate CPT code is required if the CAP system is to be implemented.

7. Unused drugs represent a considerable increase in work.  If the patient cannot receive the drug on the specific day, reporting must take place. Furthermore, the vendor must be contacted.  Because of this additional work, the CAP system when utilized must have a pharmaceutical code associated with it.

8. There is a major issue with regard to denial of claims. Currently, all Medicare carriers have discretion and physicians will not be certain under the proposed CAP Program whether a given drug will be allowed or denied especially with newer combinations and newer drugs.  This puts the physician at increased liability and the physician liability needs to be reimbursed in some fashion.  Current denials of claims are processed without the intervention of any vendor; however, the new system requires a vendor to be involved and this requires additional time and effort on the part of the physician and staff for resolution of denied claims.

9. Vendors should be assigned on a state-by-state basis to increase compliance with carrier coverage rules. Furthermore, since there are additional state rules relevant to the care of patients, which occur within each state, vendors should be approved on a state-by-state basis.

10. There are added costs to the physician based upon the requirements of the physician in electing the CAP Program.  These additional costs, which have never been included within the payment system under ASP, include the following:

1. Sharing of information with the vendor to facilitate collection of deductible and co-insurance. This information transfer requires, time, effort, and supervision in order to avoid violation of Medicare rules and in order to avoid Medicare fraud.

2. Pursuing claims that are denied for lack of medical necessity.

Pursuing these claims represents a new process that involves a vendor, which has never been included before.  This requires additional time and supervision and this must be included.

3. Notifying the vendor when the drug is not given. This is a new requirement for maintaining an inventory record for each CAP drug. This has never been required before and requires not only maintenance of an inventory record, but maintenance of a separate inventory for each patient.

4. Compliance with rules on emergency drug replacement. This is a new requirement and requires time, effort, and supervision on the part of the practice.

5. The additional paperwork required in this program violates The Paperwork Reduction Act.  Therefore, additional payment must be made to compensate for the paperwork required.  The new paperwork required includes inventory for each drug, appeals, which involve the vendor in compliance and correction with rules that are established by the vendor in order to participate with the vendor.

6. The vendor may potentially violate HIPAA regulations.  Since vendors in the past have previously not had confidential private medical information of patients, there has been no need to consider violation of HIPAA. However, this new system gives vendors names and personal identification (ssn, address, phone, etc.) and to the extent that vendors disclose names of patients or names of practices involved with particular prescriptions, this is potentially a violation of HIPAA. Therefore, since new compliance rules must be written to involve the vendor, and since new audits must be done to assure that the vendors have not disclosed personal information, it is important that additional payments be made to the practice to allow for such interactions.

8. It is proposed that the practice should elect a CAP Program on an annual basis if they wish to participate. However, the vendors may establish new rules during the course of a year, which may change the ease with which any practice uses the CAP Program or uses a particular vendor. Therefore, if there are any administrative changes to a CAP Program, including changes from CMS or changes from the vendor, or changes from the  manufacturers of the drugs, then the practice should be allowed to resign from the CAP Program with a particular vendor and elect either a different vendor or an ASP based program for the practice.   Indeed, it may be necessary since so many new drugs are approved during the year, and since so many new rules for use are developed by carriers and by CMS itself (off label, LMRP, and national coverage decisions), that individual drugs should be able to be excluded from the CAP Program via practice and be obtained on an ASP based system in order to facilitate optimal treatment of patients based on a physician¹s obligation and responsibilities to a particular patient.

11. I suggest that since this represents such a dramatic and extensive change in reimbursement for drugs and/or supply chain for drugs, that the initial categories of drugs be generics only, and that the phase in begin in geographic areas that have fewer physicians and patients, so that the system processes can be evaluated and debugged prior to the entire country being phased in.

12. It may be desirable to begin the phase in only with urology where there are few drugs, competition among different products, and easier problem solving rather than taking on the entire spectrum of oncology drugs at first.

13. Will vendors have to pay sales tax in the various states, since they are not physician and are selling drugs to patients?

14. The following items in the proposed rule represent additional work not included in the current system:

a. Pg 10753 reporting requirement for urgently needed drugs, requiring another inventory system.

b. Pg 10754, providing basic information about the beneficiary

c. Pg 10754 reporting applicable deductible and coinsurance information

d. Pg 10754 keeping inventory of split orders and tracking each prescription order separately

e. Pg 10754 placing the appropriate prescription numbers on each drug administration

f. Pg 10754 submitting a separate order as necessary

g. Pg 10754 maintaining drug until the date of drug administration and inventorying the drug separate from general inventory

h. Pg 10754 placing the prescription number for each drug on the claim form

i. Pg 10755 buying and installing new software to have the capability of submitting prescription numbers that would need to work with internal information systems

j. Pg 10755 verifying to the vendor that the physician has administered the drug

k. Pg 10755 the requirement that the doctor maintain 2 separate billing systems, one on asp and one on awp (paragraph 2 column 3)

l. Pg 10755 requiring prompt filing of claims, representing at least 25% of claims (by description of cms last paragraph column 3)

m. Pg 10756 the requirement to transmit to the vendor beneficiary name, quantity ordered for the patient, dose, frequency, instructions, date of administration, hic number, supplementary insurance, Medicaid info, additional patient info.

n. Pg 10756 advising vendor that drug is replacement for stock drug in case of emergency.

o. Pg 10756 compliance with post payment review of emergency drugs

p. Pg 10756 putting furnish as written on claim forms

q. Pg 10756 appeal of claims out of compliance with emergency rules

r. Pg 10756 maintaining a separate electronic or paper inventory.

s. Pg 10756 notifying the vendor and reaching an agreement on how to handle unused drug

t. Pg 10756 if drugs are to be kept in stock in case of nonusage, risk of drug expiring or becoming noninjectibile

u. Pg 10758 using informal communication to resolve administration issues, in a system of this complexity

v. Pg 10758 counseling time with vendor about claims cleanness.

w. Pg 10758 appealing suspension

x. Compliance with grievance process

y. Compliance with procedures for dispute resolution

z. If the secretary terminates a contract with a vendor, the need to work with cms to change drug acquisition procedures.

aa. Pg 10765, all the items to which the physician must agree column 3: share information, promptly file claims, pursue claims denials, notify vendor, maintain inventory.

bb. Pg 10767, all of the above constitutes additional paperwork burdens and violates the paperwork reduction act of 1995.  The burden is high.

cc. Pg 10768, dispute resolution will require approximately 40 hours of physician time.

15. Pg 10766, although group practices with full time physician employees must enroll as a group, practices which employ independent contractor physicians should be allowed to have separate types of drug acquisition: the group may elect CAP while the contractor may elect ASP since each may view the best care for their respective patients is best served by the alternative method based on time, supervision, and reduction in errors. 
16. The time from 10/1 to 11/15 is too short to allow physicians to evaluate competing vendors, with disclosure of past record of timeliness of drug delivery, and recommendations of prior physician users.
If you have any further questions, please do not hesitate to call our office at 909-985-9061 or to contact us via email at moasc@moasc.org.
Sincerely,

Cary A. Presant, M.D.
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