Daniel T. Koontz

Vice President, Provider Network

MAMSI

4 Taft Court

Rockville, Maryland  20850

Dear Mr. Koontz:

This letter is written in response to your communication on May 13, 1998 regarding referral of all outpatient surgical pathology specimens to a capitated laboratory for primary  review. Numerous  regulatory, procedural, logistical, quality, and liability issues preclude Potomac Hospital from complying with your request. This requirement would establish two levels of care within our hospital, one for patients with MAMSI coverage and a second for non-MAMSI patients.

A major tenet in the practice of hospital-based pathology is access to all the resources within the institution to ensure collaborative care for the patient. These include the availabilty of over 25 years of archived material, including slides and tissue blocks, for many patients who have received care at this community based hospital. Review of radiologic  material is essential, and indeed mandatory,  in many cases such as breast biopsies, lung tumors and bone lesions. Access to the patient’s medical record, including operative reports, is often critical  to our understanding and diagnosis in individual cases. MAMSI patient’s material would not be available for presentation and discussion at prospective care conferences such as Tumor Board and the Breast Cancer Management Conference. Surgeons and other clinicians would not be able to personally review slides with the pathologists who interpreted the biopsies. Correlation with ancillary laboratory data would also be lacking. In addition, and perhaps foremost, is an ongoing, established relationship between the hospital-based pathologist and the Medical Staff. 

We believe your proposal violates a fundamental JCAHO principle prohibiting a  dual standard of care within the institution.  MAMSI patient’s specimens would be transported outside the hospital and would incur an increased risk of loss in comparison to those samples handled exclusively at Potomac Hospital. The loss of even a single surgical pathology specimen, such as a breast biopsy, by the referral laboratory would create a substantial liability for Potomac Hospital and the involved clinician. Unlike blood, urine and

 other body fluids, an excisional biopsy is irreplaceable, and thus the proper handling of these specimens is crucial. 

Potomac Hospital has an established relationship with MAMSI and would like to continue that relationship. However, for the reasons enumerated aboveand those detailed in the enclosure, we feel that your proposal would not be in the best interests of our  patients, our Medical Staff or Potomac Hospital. 







Sincerely,







Ann K. Fulenwider, MD







Medical Director







Potomac Hospital







And James A. Henry, staff pathologist

Cc: President of Medical Staff, head of OR and Cancer Committee, Paul Miller, PEC, CEO, Mr. Moss, Ms. Keane, Gail Russell, board of directors, Daniel A. Plain, ACS

Senior Consumer Service Representative Life and Health Division.

Alfred Gross Co
mmissioner of Insurance, commonwealth of Virginia.

Enclosure:

Detailed discussion of the issues noted above:

Regulatory:

1. Medical Staff Bylaws require that all tissue removed at Potomac Hospital be evaluated in the Pathology Department with the exception of tissues and material specifically exempted from review.

2. CAP Regulations require that all surgical pathology specimens be accessioned and tracked within the laboratory. List numbers:

3. A Pathologist is a physician providing a consultative service. The Bylaws require that any physician providing such a service for a Potomac Hospital patient be credentialled by the hospital. While it is true that the outside pathology consultants utilized here, such as Juan Rosai, MD at Sloan Kettering, are not credentialled by Potomac Hospital, they are not providing the primary review of the specimen, we are. In addition, we are ultimately liable for the correct diagnosis, not the consultant(s).

4. JCAHO prohibits a dual standard of care within an institution. We believe MAMSI’s proposal would create such a system.

Procedural and Logistical:

1. All hospital and Anatomic Pathology procedures have been created to track the specimen from the time of collection in the OR through the production of a completed surgical pathology report, through storage of the gross tissue, slides and blocks. Potomac Hospital would lose control of the specimen from the time it leaves the OR/Lab. 

2. Will cc physicians receive copies of reports, or will Medical Records be required to supply these to our Medical Staff.?

3. Device Tracking forms are required by the FDA. How will the hospital ensure compliance.

4. We currently receive copies of all archived reports prior to review of the patient’s material. Will our laboratory be required to provide this material to the reference laboratory?  In some cases, the quality of the report will be compromised by lack of this information.

5. Who will maintain separate log books for the MAMSI out-patients? Who will answer the inevitable increased volume of phone calls required to track these specimens?

6. Who will fill out the separate specimen requisitions required for the MAMSI out-patients?

7. How will the OR know who is a MAMSI out-patient? How will we know if a patient is subsequently converted to in-patient status?

Quality Concerns

1. At Potomac Hospital, all surgical specimens are examined grossly by a Board-certified Pathologist. Virtually all reference laboratories employ non-pathologists to perform this function due to their high volume.. Once again, a dual standard of care exists.

2. Inability to readily compare out-patient slides (eg breast biopsy for cancer) with subsequent inpatient slides (mastectomy with axillary dissection). In such cases it is often critical to examine the histologic appearance of the primary tumor in order to search for metastases in the axillary lymph nodes or identify residual tumor on the lumpectomy or mastectomy specimen. These materials would have to be requested and received from the referral laboratory , reviewed, then returned. In addition, many laboratories will only forward representative, not complete material. This will substantially increase costs and turn around time for MAMSI patients. If  the reference laboratory requires material from Potomac Hospital, there is a required, pre-paid handling charge, and once again the case will be delayed.

3. Cancer Staging Forms are completed by Potomac Hospital pathologists and forwarded to Medical Records. This is not, as far as I am aware, a standard practice at any reference laboratory. Lack of staging forms will hamper the hospital’s ability to comply with American College of Surgeon’s Cancer program requirements. We would be unable to assist in the completion of these forms without access to the material on which the staging is based, nor would we be able to assist the clinician in completing their form.

4. No gross photographs could be prepared on MAMSI specimens, even if requested by the surgeon.

5. No microscopic photographs could be prepared on MAMSI specimens, even if requested by the surgeon.

6. Turn around time will most likely be affected. Our biopsies are available the morning after surgery and even if not completed by the next day, they are available to review immediately if the clinician so desires. In certain cases, such as suspected ectopic pregnancies, turn around time is critical. We process these cases STAT and report out results the next morning. Who is responsible for ensuring these cases are handled expeditiously? 

7. We have access to many patient’s clinical laboratory results, eg CLOtest results on patient’s undergoing gastric biopsies. CLOtest results are correlated with the biopsy findings to diagnose Helicobacter gastritis. Helicobacter is a Class I carcinogen and thus accurate identification of this organism is clearly standard of care.

8. Different pathologists employ different nomenclature, and even different grading schema. An on-going relationship with the pathology department promotes clearer communication between the pathologists and the clinicians and limits the possibility of potentially damaging misunderstandings.

9. The proposed segregation of MAMSI patient’s specimens places significant constraints on the hospital’s ability to measure quality among its physicians, eg Tissue committee functions.

10. The effects of improper or inadequate fixation will be magnified in any specimen being transported to a reference laboratory. This could severely hamper and even preclude diagnosis in an individual case. This increases the liability of the operating room personnel and the surgeons who are ultimately responsible for submitting tissue in the proper fixative.

11. Patients will be unlikely to get back gallstones, foreign bodies, etc., which many people request. How will projectiles be handled from legal cases, eg bullets, bullet fragments, etc.?

12. Many specimens require intraoperative consultation  or pathology consultant which falls short of the performance of an actual  frozen section. These cases, based on the MAMSI memo, will not be reiumbursable and thus will NOT be handled by the pathology department here. These include immediate assessment of bone marrow for the rapid diagnosis of leukemia, aplastic anemia, etc. Decisions regarding ancillary testing such as cytogenetics and flow cytometry are often made after this immediate assessment of the bone marrow aspiration slides. Patient care will be delayed or compromised  as a result. Many of these patients are critically ill and require immediate treatment or transfer.

13. Another example is breast biopsies in which only an intraoperative consult to locate a mass lesion is provided. A breast lumpectomy in which the surgeon comes to pathology to orient the specimen is another example. Intraoperative assesment of gross margins in colectomy specimens is yet another example. 

14. Several unusual out-patient specimens  require special handling. These include nerve biopsies, muscle biopsies, and kidney biopsies.  Based on the MAMSI memo, I presume that their reference laboratory will be responsible for ordering the special kit from AFIP for muscle biopsies, ensuring that it is available in the operating room here at the time of the surgery, that the ice has been replenished during the previous evening, that the tissue is placed by the surgeon in the appropriate clamps and fixatives, that the specimen containers are secure, etc. They will also be responsible for obtaining clinical information from the surgeon and neurologist, filling out the AFIP requisiton, and arranging immediate transport of the specimens by courier to the AFIP. Once again, this is an outpatient specimen which does not requires a frozen section and thus would be the responsibility of the capitated laboratory.

15. Other cases require selection of material for various cultures, cytogenetics, etc. Once again, these are not frozen sections, but do require special handling by the pathologist. Will their pathologists be able to come to Potomac Hospital to perform these functions? If so, is credentialling required? 



Liability Issues

1. Under the proposed system for MAMSI patients, there is a diffusion of responsibility. More people will be handling the MAMSI specimens. This creates increased liability for all parties involved.

2. We lack control over transport, processing and storage of specimens. 

3. When does Potomac Hospital’s liability end? Does it end when the capitated laboratory courier picks up the specimens? Will this create a situation in which Potomac Hospital personnel state that a specimen was picked up,  but the capitated laboratory denies receiving it? Are we liable until the specimen is actually accessioned at their laboratory? What if the specimen is lost or damaged en route? (eg car fire or serious accident). I am aware of instances in which specimens were lost under car seats, out the back of courier vehicles, left out in the heat or cold of the courier’s vehicle, and transported by clearly intoxicated drivers.. In one instance which occurred here locally, a courier placed the specimens on top of his vehicle and drove away. Needless to say, there is a possibility of substantial liability.

4. Patients who come to Potomac Hospital or any other treatment facility do so with the expectation that they will receive care from our physicians and nurses. I believe this policy would create a situation in which Potomac Hospital could be blamed for problems inherent to another institution. The surgeons and clinicians may also incur vicarious liability. I believe this represents responsibility without authority.

Dear Member of the Medical Staff:

MAMSI recently sent a letter to all regional hospitals and pathology directors indicating that effective July 1, 1998 all out-patient surgical pathology specimens obtained within the hospital should be sent to their reference laboratory (ie Quest Diagnostics)  for primary evaluation. Dr. Henry and I, as well as the administration and many of the physicians whom I have spoken to, believe that this is  unacceptable. A letter has been sent to Mr. Koontz of MAMSI to that effect (copy enclosed). If you feel, as we do, that this is potentially detrimental  to the care of this insured group of patients, I would appreciate it if you could send a letter or contact Mr. Koontz at (301) 762-8205, at your earliest convenience,  to let him know your position on this issue. 

I believe that MAMSI will be forced to reconsider its request based on my discussions with Dr. Carol Shapiro on this matter. However, the insurance company needs to hear from the practicing physicians rather than the hospital or the hospital based pathologists.. If you would care to discuss this situation further, please do not hesitate to give me a call at (703) 670-1835.

Sincerely.

Ann K. Fulenwider, MD

Chairman, Department of Pathology

James A. Henry, MD>

Staff Pathologist

Cc   . 

