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…Apply your heart to instruction and your ears to           

    words of knowledge…

                           Proverbs 23:12


INVESTMENT THESIS:

Trimedyne is a unique company in the healthcare field. It has managed to almost break-even, while funding one of the most innovative R & D groups in the laser industry. Trimedyne has developed patented lasers and laser needles that are able to treat a variety of medical conditions through a tiny puncture on an outpatient basis.  Such risky surgical procedures would usually require a sizeable incision, resulting in hospitalization, a substantial amount of pain and a long recuperation time. 

Trimedyne has FDA clearance to market its lasers and disposables for fragmenting stones in the kidney, ureter and bladder. Trimedyne’s lasers and disposables are also widely used in arthroscopy to treat damage in joints (knee, shoulder, ankle, wrist and hip), and to treat lower back pain, which is the largest segment of orthopedics.

Approximately 60 million people in the United States suffer from lower back pain, usually due to a due to a herniated, ruptured or degenerated spinal disc. Trimedyne has the only FDA clearance to market its patented lasers and laser needles for the endoscopic treatment of herniated and ruptured lumbar discs. Additionally, Trimedyne is awaiting FDA clearance to market its lasers and laser needles for the treatment of thoracic (upper back) and cervical (neck) discs.  Trimedyne’s lasers and laser needles are also currently  used to open the disc for the insertion of an experimental, proprietary implant to treat the other major cause of back pain, degenerated discs. The treatment of back pain costs a whopping  $40 billion each year in the United States illustrating Trimedyne’s huge market opportunity.  

Trimedyne is also modifying their laser devices that presently have FDA clearance to treat several other medical conditions that affect millions of people in the United States, again avoiding costly hospitalization and painful surgery, which will open an entirely new revenue stream and market niche for Trimedyne’s lasers and disposables.

IMPROVED OPERATING RESULTS: Trimedyne reported a loss of only $133,000 for the quarter ended December 31, 2001. This is sharply down from its loss of $750,000 for the immediately preceding quarter ended September 30, 2001, and a major decline from its loss of $2.5 million in the quarter ended December 31, 2000, due to the fact that R & D and operating expenses in prior periods were much higher than the present time.  

DEDICATED, EXPERIENCED MANAGEMENT TEAM: Trimedyne has been led by its founder and Chairman, Marvin P. Loeb, for over twenty years. Mr. Loeb has assembled an outstanding team of experienced managers and innovative researchers, most of whom have been with Trimedyne for many years and are dedicated to its success.

HIGHLY UNDERVALUED: Trimedyne’s Common Stock sells for about $0.46 per share, and its market capitalization is only about $6.21 million, less than one times sales. It is not unusual for healthcare companies with excellent potential to sell at 3 to 7 times sales, and some sell at even higher multiples. Large companies often pay 10 or more times sales for growing healthcare companies.

WE ARE INITIATING COVERAGE OF TRIMEDYNE WITH A SPECULATIVE BUY RECOMMENDATION AND A TARGET PRICE OF $2 PER SHARE, AS AN OPPORTUNITY FOR INVESTORS SEEKING HIGHER THAN AVERAGE RETURNS.

COMPANY OVERVIEW: 

Trimedyne, Inc. (NASDAQ “TMED”), based in Irvine, CA and incorporated in 1980, develops, manufactures, and markets patented laser systems, primarily Holmium lasers, and patented, disposable fiber-optic devices, which are used to treat a variety of medical conditions in orthopedics, urology, gynecology, gastrointestinal surgery, general surgery and ear, nose, and throat (ENT) surgery. Most of Trimedyne’s laser procedures are performed on an outpatient basis, avoiding the risks and costs of surgery.

Marmar Salimian, a staff analyst for Donner Corp., conducted an in-depth interview with Marvin P. Loeb, Chairman and CEO of Trimedyne, which follows:

DONNER: Trimedyne is rapidly improving its operating results. What is happening?


Mr. Loeb:  Trimedyne’s net loss for the quarter ended December 31, 2001 was $113,000 or $0.01 per share, compared to an operating loss, before charges, of $750,000 or $0.06 per share for the immediately preceding quarter ended September 30, 2001. This is sharply lower than the net loss of $2,508,000 or $0.20 per share for the year ago quarter ended December 31, 2000.

The reduced loss is due to tight control of operating costs. We’ve eliminated R & D on products that do not have near-term market potential. We are focused on selling our present products and completing the development of a few new products that address large, near-term markets.

DONNER: Please give us a historical sketch of the company and an overview of Trimedyne’s business.

Mr. Loeb: Trimedyne is based in Irvine, CA and manufactures lasers for use in the medical field. We try to find applications for our lasers that reduce bleeding, shorten recuperation time, and avoid hospitalization and general anesthesia.

The principal markets that we address are in orthopedics and urology.  In orthopedics, our lasers are widely used in arthroscopy, which is the treatment of damaged tissues in the knee, shoulder, ankle, wrist and hip.  Our laser arthroscopy procedures are performed with the patient awake, hasten healing, shorten the procedure time, shorten the recovery time and, of course, the laser coagulates as it cuts, so there is no bleeding.  

However our major application in orthopedics is to treat damaged lumbar discs in the spine. Lower back pain, due to a damaged or diseased lumbar (lower back), spinal disc affects an estimated 60 million people in the United States. 

When a disc develops a bulge, like a bubble on an automobile tire, or ruptures and material is expelled from the disc, the bulge or expelled material presses on the nerves in the spine and causes severe back and leg pain.

We have the only FDA clearance to market a laser for use in foraminoplasty procedures to treat herniated (bulging) or ruptured lumbar discs.  The foramen is the open space in the spine between the bones of the spinal column, the vertebra. Our laser is used, through our patented, side-firing laser needle, to vaporize bone to open the foraminal space. This procedure is called a foraminoplasty, and it is performed under local anesthesia through an endoscope inserted through a tiny puncture in the back. The surgeon can see the disc, the vertebrae and the important nerves, and he can treat either a herniated or a ruptured lumbar disc.  Our foraminoplasty procedure eliminates hospitalization and general anesthesia, and is performed in only 30 to 45 minutes.  The patient walks out of the facility, either a hospital or an outpatient surgery center, usually with just a band-aid on the needle puncture, is able to return to light activities, no heavy lifting, in only a day or two, and can return to work in about 10 days.

About 540,000 traditional surgical procedures are performed each year in the United States to treat herniated and ruptured discs at a cost of about $30,000 each or $16 billion.  These procedures entail a sizeable incision, a 2-3 hour surgery, between one to four days in the hospital, general anesthesia which has a risk of its own, substantial bleeding, two or more weeks of considerable post-operative pain, and a two to four month recuperation period.  Also, lower back pain caused by a diseased or damaged lumbar disc is the largest single cause of absences from work in the United States, and is a huge cost to the workmen’s compensation insurance industry.

Our laser procedure reduces the treatment of a herniated or ruptured disc to an outpatient procedure with a band-aid on the puncture, little or no post-operative pain and the patient returns to light activities very quickly, at less than half the cost of the surgical procedure.  If our laser procedure was adopted universally in the United States, it would save an estimated $9 billion in healthcare costs annually, not including the loss to the economy from absences from work. If our laser procedures replace just 10% of the 540,000 surgeries to treat herniated and ruptured discs performed each year in the United States, at $1,000 per case ($600 for laser rental and $400 for disposables), it would generate $54 million of revenues each year.

The third major cause of lower back pain is a degenerated lumbar disc. Degenerated discs are much thinner than normal discs, due to disease, repeated physical damage or old age. As we age, our discs dehydrate and become thinner. When the disc degenerates, the vertebra press on the nerves in the spine, causing intense pain.  

Today the treatment for a degenerated disc involves a large surgical incision. The bony extensions of the vertebrae, that anchor the vertebra in the back, are ground away, in order to gain access to the disc. Then, after surgically removing the disc, one or more metal devices, called cages, are inserted into the disc space to hold the vertebrae apart. Metal rods are attached to the vertebra above and below the disc to immobilize the spine. 

Some of the patient’s bone is removed from the hip, or cadaver bone, is packed in the cages, which fuses with the vertebra above and below the disc, further immobilizing the spine. The traditional surgical procedure to treat a degenerated disc is called “fusion” procedure. If you have a “fusion” procedure, you can no longer bend over to tie your shoelaces. A “fusion” procedure entails a hospital stay of three to five days, considerable post-operative pain, the risk of general anesthesia and a two to four month or longer recuperation period, usually accompanied by physical therapy and other forms of rehabilitation. The cost of the 400,000 surgical fusion procedures performed to  treat degenerated discs in the United States each year is about $60,000 each or $24 billion annually.

Dr. Richard Richley, a respected orthopedic surgeon in San Diego, is testing a new procedure to treat degenerated lumbar discs, the third major cause of back pain. Dr. Richley uses our laser and laser needle to open the foraminal space, as described above. Dr. Richley inserts a single, proprietary, metal stabilization device into the disc. Importantly, the new stabilization device maintains the space between the vertebra, takes the pressure off the disc and retains much of the spine’s mobility. No general anesthesia or rods and screws are used. One stitch and a band-aid is applied, the entire procedure takes less than an hour, and the patient walks out of the facility and is back to light activities in a few days.

Our laser foraminoplasty procedure is cleared for sale by the FDA. However, the spinal stabilization device described above is experimental and is not approved for sale by the FDA. This could take three years or longer and will depend on the results of clinical trials.

Our laser procedure to treat a degenerated disc, if and when it is approved for sale by the FDA, could reduce the cost of treating degenerated discs, if it were universally accepted, by about $15 billion per year in the United States.  We're talking about a very substantial reduction in costs to insurance companies, health plans and Medicare, as well as to workmen’s compensation insurance companies.

Here is what this means to Trimedyne. If our laser procedures were used instead of just 10% of the 400,000 surgeries to treat degenerated discs performed each year in the United States, at $3,000 per case ($600 for laser rental, $400 for disposables and $2,000 for the implant), it would generate $120 million in revenues annually.

About 15 years ago, an endoscopic procedure to remove the gall bladder was developed. The technical name of the procedure  is laparoscopic cholecystectomy. Prior to that time, 600,000 surgical gall bladder removals were performed each year in the U.S. at a cost of about $12,000 each or $7.2 billion.  When the endoscopic procedure was adopted by enough surgeons around the country, the insurance companies stepped in and said, “We won't pay for the traditional surgical procedure; we will only pay for the endoscopic procedure, which costs about half as much.” Today you cannot get a surgical gall bladder removal unless for some reason you failed the endoscopic procedure, and 95% of all gall bladder removals are now done through an endoscope.  Hopefully, if that occurs with us, it will be a bonanza, because the combined cost of treating herniated, ruptured and degenerated lumbar discs today is about $40 billion, compared to the $7.2 billion cost of surgical gall bladder removal.  In addition to the 50 or so surgeons who are currently doing our laser disc procedures in the United States, we need to have another 200 to 300 trained, so there will be sufficient geographic accessibility to the public that insurance companies can begin to demand the lower cost procedure.

Our lasers are also widely used in lithotripsy, the fragmentation of urinary stones which occur in the kidney, ureter or bladder.  This is another important application, although not nearly as significant in dollar value as the treatment of spinal discs.  

Our lasers are also used in sinus surgery to open and treat inflamed sinuses in a bloodless procedure. Our lasers are also used in other procedures in ear, nose and throat surgery, gynecology, gastrointestinal surgery and general surgery.

One of the problems faced by all manufacturers of “big ticket” equipment is that, today, hospitals are very short of capital equipment funds.  This is largely because payments from Medicare and insurance companies in many cases don't cover their cost, and in the case of Medicaid, the amount hospitals are paid is far below their cost.  At the end of the year, if they don't receive significant charitable contributions, they don't have any money to buy expensive equipment.  

We recognized that the way to get hospitals and outpatient surgery centers to use our lasers, which sell for about $120,000, was to rent the lasers to them on a “fee per case” basis. Since the hospital is paid on a per case basis by insurance companies, health plans and Medicare, they can pay for the laser out of the fees they receive.  This is much more palatable than investing $120,000 in a laser. Also, they don't have to train their staff because, when the laser is brought into the hospital or surgery center, we supply a licensed, experienced, laser operator, whose cost is included in the “per case” fee. Hospitals find this a marvelous way to avoid having to invest $120,000 in big ticket equipment.  

In mid-2000 we entered into a revenue sharing agreement with an established laser rental company that provides lasers on a “fee per case” basis to hospitals and surgery centers in the Southeast. We provide the laser, they operate it, and we share in the revenues. In late 2000, we acquired a laser rental company that provides lasers on a “fee per case” basis to hospitals and surgery centers in the Southwest. In 2001, we entered into a letter of intent to acquire a laser rental company that provides lasers on a fee per case basis in the Southeast, and we are in the process of studying that acquisition. We plan to expand our laser rental subsidiary into additional states, and we hope to acquire or contract with other laser rental companies to eventually give us a nationwide coverage.

We are discussing the benefits of our disc procedures with large hospital chains and outpatient surgery center chains, as well as with individual hospitals and surgery centers.  The principal appeal of our laser rental program is that they can start performing our disc procedures without having to buy a laser and train people to operate it. When they are comfortable with the procedure, the volume of cases and the amount that insurance or Medicare pays, they can decide to purchase the laser and operate it themselves, lease it or continue to rent it on a “fee per case” basis.  

I’ve given you a long dissertation, but that's our business strategy and the way in which we see our business expanding.

DONNER: What is the difference between your laser procedures and those of other companies?

Mr. Loeb: There is only one other company besides Trimedyne that manufactures a high power Holmium laser, 80 watts or more.  However, our laser has a unique, patented feature. Ordinary Holmium lasers create a series of pulses which occur at regular intervals. Our laser can move one pulse up to the next pulse, in effect doubling the amount of energy that is emitted at one time. Our laser produces 7 joules of energy per doubled pulse, the highest energy per pulse of any laser in the field.  We call this our DoublePulse™ technology, and it produces the amount of energy necessary to vaporize bone. 

Also, when we combine the pulses, the period of time between the combined pulses is doubled, enabling the tissue to cool between pulses. As a result, our laser is called a “cold” laser. The bone that is vaporized is gone in an instant, and the adjoining cells are not thermally damaged It is important to not overheat the remaining bone, as doing so will reduce its strength.  For example, this would be important during spinal procedures because the spine bears a great deal of weight.

Also, our disc procedures utilize our patented side-firing laser needles, which emit the energy about 90 degrees to the side. This is exactly the direction needed to open the foraminal space, and by rotating the laser needle, it emits laser energy in an arc, like a lighthouse beacon.

DONNER: What about discs in the upper back and the discs in the neck? Will you be able to apply it there?

Mr. Loeb: Yes; we have filed an application with the FDA for clearance to market our laser and laser needles for the treatment of both thoracic (upper back) discs and cervical (neck) discs. Predicting the timing of FDA approvals is very risky.  If we're very lucky, maybe in a couple of months we will receive approval.  The data we submitted to the FDA shows a success rate of over 90%, based on pain scores. The traditional surgical procedures to treat thoracic and cervical discs, based on published papers, have a success rate of from 44% to 77%, using the same type of pain scores. 

Thoracic (upper back) discs are treated like lumbar (lower back) discs. In the case of cervical discs, the puncture is  simply made at a different angle, and the patient walks out with a band-aid on the puncture and is back to normal, light activities in a few days.

DONNER: In your procedure for treating a cervical disc, does the surgeon go in through the back of the neck or the front?

Mr. Loeb: Cervical discs cannot be reached from the back of the neck, due to the bony structure of the spine in this area. The puncture would be made at an oblique angle into the side of the neck. However, it’s still an outpatient procedure, exactly as described above.

DONNER: What about a very mild disc condition, the kind where the doctors prescribe traction, bed rest or things of that kind. Would it be applicable to a very mild disc?

Mr. Loeb: Insurance companies and health plans require that the mild patient go through “conservative” therapy first, which entails shots of anti-inflammatory drugs or cortisone, bed rest, traction and that sort of thing. However, damaged discs seldom heal and usually get worse. 

We have FDA clearance for another outpatient procedure that is frequently used to treat a simple herniated (bulging) lumbar disc in an even less invasive procedure, called a Percutaneous Laser Disc Decompression or “PLDD” procedure. In this procedure, our laser needle, which is only 1/16 inch in diameter, is inserted into the back under X-ray imaging. At high power, some of the disc tissue is vaporized, to reduce the bulge, which is pressing on the nerves in the spinal column. At low power, our laser is also used to shrink the disc. Our Holmium laser is used in the shoulder, for example, to shrink and tighten the capsule around the ball of the bone of the upper arm to prevent dislocation. The wavelength of light emitted by our Holmium laser can shrink tissue by about one-third, by cross-linking the collagen in the tissue. Discs, ligaments, tendons and cartilage all have a high collagen content.  

For milder disc cases, that don't respond to “conservative” therapy, this even less invasive procedure can be used. Again, a band-aid is applied, and the patient walks out and is back to light daily activities in a day or two. 

DONNER: Is there any resistance on the part of surgeons?

Mr. Loeb: Physicians are, by nature, conservative and slow to adopt new, unfamiliar procedures.  Our laser procedures require intensive training.  The average orthopedic surgeon doesn't insert things into the disc, he opens the back and uses a rasp or burr to remove the bone so he can operate on the disc with a scalpel in his hand. Also, when a surgeon is working with an endoscope, he usually is not hunched over looking into the endoscope. In most cases, a video camera is attached to the endoscope, and he performs the procedure, watching what he is doing, on a video monitor. However, on a video monitor, left is right, and so you have to re-learn how to move the instruments.  

The spine, of course, is an area where you dare not make a mistake. The training for our laser procedures usually require that the physician spend three to four days, usually a weekend and one or two workdays, away from his practice and family. Sometimes a day or more of travel is required, so it takes a commitment on the surgeon's part to learn the laser procedure. However, the number of surgeons who are being trained in the new procedure is growing.  

General surgeons who physically removed gall bladders with their hands were also reluctant to learn to remove them while looking at a video monitor. However, when enough surgeons were trained and the insurance companies and health plans stopped paying for the surgical procedure, the holdouts attended the workshops, sometimes as many as 200 to 300 physicians at a time, and learned the laparoscopic procedure. Today, as I said, 95% of gall bladder removals are done endoscopically. We believe our laser disc procedures will catch fire when the insurance companies require it and the public learns that a less-invasive alternative to disc surgery is available.

DONNER: What feedback have you had from insurance companies so far?  What are they saying?

Mr. Loeb: Today, if we go to Aetna, Travelers, Cigna or Blue Cross, we don't have enough physicians around the United States doing the laser procedures to enable them to issue a nationwide edict, but some of the insurance companies tell us when 200 to 300 physicians around the country are trained, they can start issuing instructions to their local branches to refuse requests for surgery. When more are trained, they could issue a nationwide edict.

DONNER: What is your strategy for educating the medical community and the public? 

Mr. Loeb: We are actively doing this at national and regional orthopedic meetings. Also, we are conducting training courses in several areas of the United States, using as teachers orthopedic surgeons who have each personally performed at least 1,000 of our laser procedures. We are also making mailings to the orthopedic community to alert them to the new procedure and advising them where they can be trained. 

Most importantly, we plan to create public awareness that a less invasive alternative to disc surgery is available. One of the reasons the endoscopic gall bladder procedure was rapidly adopted by physicians was patients began to ask for it, as it was mentioned in newspapers and on national TV and radio.  

Our first attempt to seek popular demand is with a compassionate national television broadcaster, Trinity Broadcast Network.  Trinity is a non-profit, religious and educational TV network that is said to have an audience equal to or larger than ABC, NBC or CBS. Trinity not only broadcasts in the United States, but they have, I believe, 13 satellites and broadcast worldwide.  On January 31 and February 7, 2002, Trinity Broadcast Network - their channel is KTBN - broadcast 2 half hour programs, the bulk of which was devoted to our laser procedures for treating herniated and ruptured lumbar discs. Richard Richley, M.D., one of the pioneers in laser disc procedures, was interviewed by Donald Whitaker, M.D., Trinity's Medical Director, on our laser procedures to treat herniated and ruptured lumbar discs. We hope the news of these procedures will be picked up by the other networks. 

As I mentioned above, Dr. Richley is testing a new procedure to treat degenerated lumbar discs, with excellent early results. Hopefully, in a few months, Dr. Richley will again be interviewed by Trinity Broadcast Network on his pioneering procedure using our laser and spinal stabilization device to treat degenerated discs. 

Thousands of people with back pain seeing Trinity’s two, nationally televised programs are eagerly writing and calling Trinity to ask where they can receive these new, outpatient, laser procedures. We will respond to those who write or call, referring them to surgeons in their area who are performing the laser procedures.     

DONNER: Are you pursuing partnerships, joint ventures, strategic alliances, etc.?

Mr. Loeb: We're talking with several companies in the orthopedic field about marketing our products.  Our new disc procedures are young, but are growing and attracting the attention of some of the larger companies.  

Large companies don’t like to sell “big ticket” equipment, due to the delays encountered in hospital purchasing and budget committees. Our “fee per case” rental program shortcuts these delays, which can take 6 to 12 months before a decision to purchase equipment is reached. As soon as the physician is trained, he can start doing cases by renting the laser, with a trained operator and the special endoscope, on a “fee per case” basis at about $600 per case, plus $400 for the laser needle, a total of about $1,000 per case. Usually the head of the orthopedics department of the hospital can approve this expense, avoiding the budget and purchasing committees. This means a large company marketing our products could start generating revenues immediately, which is what they want.

We're working closely with a large endoscope manufacturer, who is making endscopes specifically for our laser procedures.  We have a program to jointly promote our disc procedures with the endoscope manufacturer because, when a physician is trained, he needs both the endoscope and the laser. For hospitals and surgery centers with limited equipment budgets, we can rent them both the laser and the endoscope.

We have discussions underway with some of the large hospital chains and surgery center chains. They have a very strong economic interest in getting these procedures going, because they’re paid about $14,000 per case for our disc procedures, which cost only about $4,000 to perform, so they are quite profitable. Also, they can locally advertise the availability of an outpatient therapy to treat lower back pain to attract patients. In some parts of the country, you hear hospitals advertising the new therapies they're offering on radio or TV.  Many hospitals send out a mailer once a month that tells you about the new technologies that they're adding that make their services more appealing to the people in the community they serve. Our new procedures are ideal, as disc problems affect an estimated 60 million people in the United States.

DONNER: What in your education and background led you to be doing what you're doing at the present time?

Mr. Loeb: I'm an entrepreneur in the health care field.  My training is technical, chemistry and physiology.  I worked for a short time for two health care companies, became impatient with the rate of advancement and decided to form a company around a patent I was issued. I took the company public, found another technology, formed another company and took it public. After creating five or six companies, one of my friends said "You're an entrepreneur," and I didn’t even know how to spell it. Over the years I formed and took public 13 companies, 12 of which have been sold to or merged with larger companies. I received an honorary Doctor of Science degree for my work in medicine and have been issued about 40 patents.

DONNER: How is Trimedyne’s cash position?

Mr. Loeb: Our cash position is terrible.  We spend a lot of money on R&D.  We had sales of only a little over $7 million last year, but we spent about $2.3 million on R&D, a very high percentage of sales. That’s probably four or five times larger as a percentage of sales than most large companies spend on R & D.  

DONNER: In Trimedyne’s case, that works out to about 30%.


Mr. Loeb: You’re right. As a consequence of our R & D and overhead expenses, and other growing pains that small companies endure, our cash position is poor. However, if we’re able to consummate one or more of the marketing arrangements we’re discussing with some of the established orthopedic companies and some of the large hospital and surgery center chains, we expect to see rapid growth. We believe Trimedyne is a unique investment opportunity, because we are offering a less invasive alternative to the millions of people with lower back pain and various other conditions that are reluctant to undergo surgery, and we are a welcome alternative to the almost 1 million people each year in the United States whose pain is so severe they are faced with a surgical procedure.

Of the 60 million people in the United States with lower back pain, most of them are receiving no treatment or are receiving conservative therapy (painkillers, anti-inflammatory drugs, bed rest, etc.). When the public learns they can avoid surgery and eliminate their back pain in a short, outpatient procedure, and not lose time from work or taking care of their family, we believe the number of cases could increase dramatically. When our procedures become sufficiently popular and physicians in most cities are able to offer it, we expect insurance companies, HMOs and Medicare will want to make our procedures the standard of care.

DONNER: Disc surgery didn't really become widespread until after World War II. Before that, were people more or less living with the pain?

Mr. Loeb: Physicians did disc surgery way back, but the tools were crude. Most people avoided disc surgery and simply endured the pain. The next generation of devices for treating back pain, which were introduced 10 or 15 years ago, were hollow metal coils or cylinders, called “cages”, which are packed with either cadaver bone or bone from the patient's hip or another large bone, to promote bone ingrowth from the vertebrae to immobilize the spine.  In the last few years, titanium rods and screws have been approved for sale by the FDA and are attached to the vertebra above and below the damaged disc to further immobilize the spine. We believe our lasers and laser needles are the next generation of devices to treat back pain.  

DONNER: Who are the surgeons who helped you develop these procedures?

Mr. Loeb: At about the same time, a number of orthopedic surgeons came to the conclusion that our laser, which was then being used widely in arthroscopy to shrink the capsule in the shoulder to prevent dislocations, could be used to shrink a bulging lumbar disc in a minimally invasive procedure and eliminate the trauma of surgery. They also helped us perfect the endoscopic foraminoplasty procedure to treat ruptured lumbar discs.  These include Dr. G. David Casper in Oklahoma City, Oklahoma, Dr. John Chiu in Thousand Oaks, California, Dr. Martin Knight in England, Dr. Richard Richley in San Diego, California and many others who I  may have  forgotten to name. They refined the technique and helped us develop our side-firing laser needles and other devices. 

DONNER: Have you had time to get out and speak to the investment community?

Mr. Loeb: Unhappily, we are a small company attacking an enormous market, and I haven't had the opportunity to spend much time with the investment community.  We held an Investor Conference Call a few weeks ago, and much of the information from that call can be found on our website, www.trimedyne.com. Click on “Investor Relations” and then click on “Investor Presentation”, which describes our products, markets, market potentials and touches on several other new products in development, which are designed to treat conditions affecting millions of people on a less-invasive, outpatient basis. These are still 2 to 4 years away from the market.

DONNER: Would you like to mention them now?

Mr. Loeb: Yes, I would be happy to describe them.  We're modifying an already FDA cleared laser device for use with our lasers to treat enlarged prostates, which affects 50% of men over age 55.  We found a way to reduce the time of the procedure from an hour or more to ten minutes and eliminate hospitalization and recuperation time, while producing results comparable to surgery, in an outpatient procedure. About 200,000 surgical procedures to treat this condition are performed each year in the U.S. We have been issued two U.S. patents and have a pending U.S. patent application on the modified device used in this procedure. 

Another is a modification of an already FDA cleared laser device to treat a condition called Menorrhagia, or excessive uterine bleeding in women.  Again, we believe we can treat this condition in a ten minute procedure on an outpatient basis. About 300,000 procedures to treat Menorrhagia are performed each year in the U.S. We have been issued three U.S. patents covering the device used in this procedure. 

The third is another condition in gynecology called female stress urinary incontinence, the leakage of urine due to stress or exercise that affects about 8 million women in the United States. We are again modifying one of our existing laser devices to treat this condition in a ten minute procedure in the gynecologist’s office on an outpatient basis. We own two U.S. Patents and have two pending U.S. patent applications on the device used to do this.

Next is a condition which affects a huge segment of the population, including myself, called gastro-esophageal reflux disease or GERD.  An estimated 30% of adults over age 50 suffer from GERD, and the surgical procedure to treat this condition is extremely invasive.  When we age, the sphincter that controls the flow of food into the stomach becomes weakened and allows acids from the stomach to regurgitate, to bubble up into the esophagus.  The esophagus isn't equipped to withstand the acids of the stomach, and it erodes and causes pain.  The drug that most people take for this condition is called Prilosec.  It is one of the largest selling pharmaceutical products in the world, about $6 billion a year in sales.  I have been taking Prilosec for years, as many others do, but it doesn't cure the disease. Again, we are modifying one of our existing laser devices to treat this condition. It may take three or four  years to obtain FDA approval to use our laser to shrink the spincter - like we use our laser in the shoulder to shrink the capsule. However, if it is successful in treating GERD, it would make an outpatient, procedure for this condition available to a huge number of people. We have been issued two U.S. patents and have two pending U.S. patent applications on the modified device and method used in this procedure.

Last, but not least, we have found a way to use our laser to treat recurrent ear infections in children. About 35 million visits to a pediatrician or general practitioner occur each year, because of a child having a severe or recurring earache.  We believe we have developed a simple, inexpensive laser procedure to treat severe or recurrent earaches. We have a pending U.S. patent application on the novel device we developed to perform this procedure.

DONNER: Would you give us the three or four reasons why the long-term investor  should start paying attention to Trimedyne.

Mr. Loeb: Our stock is trading at about $0.50 per share, and we have about 12.5 million shares outstanding, for a market cap of only $6.25 million, less than one times sales. Many medical device companies, particularly those with promissing products, sell for 3 to 7 times sales, and some sell at even higher multiples. I understand Metronic recently paid more than 10 times sales for VidaMed, which has never made a profit and is running sizeable losses.  

When our laser procedures grow and are adopted by insurance companies, health plans and Medicare, it would have a dramatic affect on both our business and our stock price.  Also, I believe in the coming year or two we will be able to consummate agreements with large hospital and surgery center chains and one or more established companies in the healthcare field to market our products in their areas of expertise. I believe there is great future for a company offering lower cost, minimally invasive, less traumatic therapies for conditions that affect millions of people.

DONNER: Is there anything else that you would like to mention?

Mr. Loeb: I hope that anyone who wants more information on Trimedyne will visit our Website at www.trimedyne.com. Our Press Releases, our Annual Report on Form 10KSB, our Quarterly Reports on Form 10QSB and an Investor Presentation can be found on our website at www.trimedyne.com.
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Trimedyne, Inc. can be contacted for an investor package or more information at:

Trimedyne, Inc.

15091 Bake Parkway

Irvine, California 92618

Telephone:  (949) 559-5300

Facsimile:  (949) 855-8206

E-mail:  cgeorge@tmedmail.com

Visit Trimedyne Online at: http://www.trimedyne.com
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