The Heidelberg pH Diagnostic Systems

Phone: 1-800-241-7517 hdlberg@tds.net
Monitors pH Levels of the:
*7Stomach *7Small Intestine (Research Environment)
*~Duodenum #7 Large Intestine (Research Environment)
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Aid to Diagnose, as Follows:
*™ Acute / Subacute Gastritis ** Achlorhydria
** Dumping Syndrome *" Hypochlorhydria (Obvious)
Chronic Gastric Ulcer Hypochlorhydria (Not Obvious)
" Fresh Gastric Ulcer/Suspected *" Hyperchlorhydria

" Gastro-Esophageal Reflux (GERD) ™ Hyperchlorhydria with Delayed
Stomach Emptying
" Pyloric Insufficiency

" Hyperchlorhydria with Marked Delayed
w Heavy Stomach Mucus Emptying and Highly Acid Small Intestine
HEIDELBERG pH CAPSULE MEASURING AND RECORDING SYSTEM

¥ Fasting Gastric Analysis Via Telemetry * Office Procedure

*Third Party Reimbursement * A-traumatic Psychologically and
(Varies between states and Insurance Companies) Physiologically
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A HEIDELBERG NORMAL pH PROFILE WITH ALKALI CHALLENGE
SHOWING pH MEASUREMENTS AND TIMING

Patient: |Nomal With Alkali Challenge  Code |s555 Test: [2/25/2005 4:39.11 PM CH-1 pH: -
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This Gastrogram, depicts the swallowing of the Heidelberg pH Capsule, a normal Fasting-Acid
presentation with an Alkaline challenge, (which is a 5 cc dose of a Saturated Solution of Sodium
Bicarbonate), This is followed by a classical plateau-type curve, with a subsequent return to the base line.
The Training Manual contains many Sample Normal and Abnormal curves, and Treatment Protocols.

EASE OF ADMINISTRATION

The pH Capsule is swallowed, with one ounce of water. It reaches the stomach usually within 2 to 3
seconds. The pH Capsule is tethered by inserting a thread through the tether hole, provided on the base of
the Heidelberg pH Capsule, and tying a knot to prevent premature migration out of the stomach. When the
pH Capsule is properly positioned in the stomach, and displaying the pH levels on the graph, a small piece of
medical tape is placed over the exposed tether, on the patient’s cheek, to prevent the capsule from migrating
out of the stomach. The stomach's Parietal cells may then be challenged with a saturated solution of Sodium
Bicarbonate, to determine the Parietal cell activity, and re-acidification time. Un-tethered pH capsules are
normally used in a research environment, or in clinical settings with release form signed by the patient.

CONSTRUCTION OF THE HEIDELBERG pH CAPSULE

The Heidelberg pH Capsule measures 7.1 mm diameter .x 15.4 mm length. It is Encapsulated within a
sealed Polyacrylate (plastic) Capsule, which is designed to be swallowed. The pH capsule is NOT
RADIOACTIVE (Absolutely NOT). It is a high-frequency micro-electronic transmitter, designed
specifically for Inter Abdominal pH monitoring. The power source for the pH capsule is a, physiologic
battery, which operates off approximately one grain of Salt derived from Normal 0.9 Saline. The interior of
the battery compartment contains a pure Zinc electrode, and pure Silver electrode, surrounded by a highly
absorbent sterile Silica. When the pH capsule is immersed in the Normal 0.9 Saline, the sterile Silica
absorbs Saline into the battery compartment. The Saline become an electrolyte for the battery operation,
and promotes the transfer of electrons from the Zinc electrode to the Silver electrode, this flow of electrons
will power the pH capsule for many hours.

L

The Heidelberg pH Capsule System is restricted to the use, ONLY by a qualified Physician, by U.S. Federal
Law...(United States Food & Drug Administration). A complete patient history is required before
administering this diagnostic test. Example: Crohn’s Disease, or any history of intestinal blockage (s),
adhesions and/or history of bleeding. The Heidelberg pH Capsule CANNOT BE STERILIZED, and is
intended for ONE APPLICATION and ONE PATIENT ONLY.



APPLICATION

The Heidelberg pH capsule permits the measurement of pH values in the esophagus, and stomach, without
the trauma associated with the INFAMOUS STOMACH TUBE. The pH capsule is an encapsulated miniature
high-frequency transmitter for swallowing; it continuously transmits the pH values from the stomach. The
patient history, and personal information, is entered into the Patient File Database, by way of the computer
keyboard, it cannot be erased, or deleted. YOU MUST HAVE A COMPLETE PATIENT HISTORY, prior to
giving a patient, the Heidelberg pH diagnostic test. You must also verify that the patient has fasted for the
required time period, and that he/she are not taking any type of medication that could affect the test results.
Certain medications, especially H2 Blockers, will alter the results of a pH Diagnostic test and make it
invalid. To insure the highest degree of accuracy from the pH Capsule, it is quickly calibrated after
activation. The pH capsule is placed in a calibration solution, and the calibration sequence is started with
one click of a button. The pH information is transmitted from the pH capsule to the self-contained
transceiver (Medallion), where the capsule radio signals are converted to digital pulses. The high speed
Digital Pulses generated by the Medallion transceiver, carry much more than pH information, these pulses
tell the computer which channel ( Medallion) the information is coming from, how much battery power is
left in the Medallions battery pack, and what the signal strength of the pH capsule is. The converted digital
pulses are transmitted to the computer interface. The computer interface processes the digital information,
and directs the information to the proper graph on the computer monitor. The Heidelberg computer interface
can direct the transmissions of 8 separate Medallion transceivers, which are worn by the patients, to their
proper graphs, and display the correct pH values for each transceiver. The actual signal strength of each
capsule is displayed on its designated graph, on a computer generated dial indicator. Custom systems,
usually built for Pharmaceutical Research and Development, have specially designed computer interfaces
that can handle the transmissions from 16 transceivers, all operating at the same time.

We have conveniently provided event markers to put emphasis upon important pH levels (Events), and the
times that the Marks are placed on the graph. This function is specially useful in determining the re-
acidification time after the Parietal cells are challenged. When the Print function is selected the complete test
graph is Printed, with the Mark lines, and the actual time the Marks were placed on the Graph, during the pH
diagnostic Test. The Print function may be used to print the test results at any time during or after a test.
The use of the Print function while a pH test is running does not result in the loss of any incoming pH
information from the transceivers.

VITAL SERVICE - NO STOMACH TUBE - NO TRAUMA
The Heidelberg pH Capsule system eliminates the psychological and physiological trauma associated with
the “INFAMOUS” STOMACH TUBE. The Physiologic exacerbation (including “gagging”) associated with
intubations over-stimulates the patient (s) to a point whereby the test results could be questionable. (Reflux
of Alkaline Products from the Duodenum into the Stomach) Forget about the tube! Get this valuable test that
offers so much more— and WITHOUT THE TRAUMA!

AS THE EXAMINING PHYSICIAN, you will always hear a wide spectrum of complaints from your patients.
By adding The Heidelberg pH Diagnostic System to your method of testing, you can be assured of having a
comprehensive overview of the patients’ First Stage of Digestion. We believe you will find that the results of
your treatment protocols will be enhanced from the pH data, which this test provides. There is no guess work
involved and the test results are reproducible.



AVAILABLE HEIDELBERG pH CAPSULE DIAGNOSTIC SYSTEMS FOR PHYSICIANS
We currently have Four Basic Heidelberg pH Diagnostic Systems to Choose From.

One Patient Portable pH Diagnostic System Two Patient Portable pH Diagnostic System

The Portable Heidelberg pH Capsule Systems is an Innovative System that is ideal for busy practices where a
Stationary Desktop Computer System would have it's limitations. It can be transported from one room to another, or
from one facility to another. This pH Capsule System can easily be configured as a Completely Portable System.
The Dedicated Laptop Computer, and a compact Micro-Jet Printer, is placed on a movable Medical Grade
Laboratory Cart that has lockable casters, with an Uninterrupted Power Supply (UPS System), with a 8 foot
Electrical cord. The Laboratory Cart has built in, lockable, Security Cabinet that is Ideal for storing your Heidelberg
pH System, when it is not being used for pH testing purposes. The Portable Heidelberg pH Capsule System can be
used for a Single, or Multiple, Patient pH Diagnostic Testing. We have Two free Doctors referral programs, a toll
free referral line. We also have an 800 assistance line to answer any and all questions regarding testing and
procedures. Our Technical Staff is always available to provide assistance for hardware or software questions.
Heidelberg's goal is to provide reliable State of the Art Systems, with unparalleled Service and Support.

One Patient Desktop pH Diagnostic System Two Patient Desktop pH Diagnostic System

The Desktops Systems are ideal for Practices where Mobility is not required. As your practice grows, and the
amount of pH testing increase, we offer a simple in office process to upgrade your One Patient pH Diagnostic
System to a Two Patient System. All Single Patient pH Diagnostic Systems include the preinstalled Software for
Multiple Patient Testing. The upgrade from a Single Patient System to a Two Patient System, is accomplished with
the addition of a second Heidelberg Medallion Transceiver. Custom-built pH Diagnostic Systems are available,
which will test up to 8 or 16 Patients at one time without interaction.

4



WHEN THE TOTAL DIGESTIVE SYSTEM IS IN pH BALANCE, You can virtually always expect higher
levels of Conversion and Absorption of ingested foods and medications. In addition, you can expect an
appreciable enhancement of the Patients’ Immune Systems! This is a very encouraging step for all aspects of
Successful Treatment! The Digestive System supports the Immune System. Without proper Conversion and
Absorption of the foods, medications, and supplements, the Immune system cannot function at its optimum level.
The Heidelberg pH Diagnostic System can be used to bring the First Stage of Digestion to its optimum
performance level for good Conversion and Absorption.

A HEIDELBERG NORMAL pH PROFILE WITH ALKALI CHALLENGE
SHOWING pH MEASUREMENTS AND TIMING

Patient: [Nommal Vfith Alkali Challenge  Code [s555 Test 2252005 4:33:11 PM CH-1 pH: -

The Clinical Studies on a Thousand Patients,
over a Three Year Period, at the Heidelberg

University _in__Germany, verifies that the
onoan ORI T i mim man we wan wae - Normal Re-acidification Time, for a Young
b e s b v+ Healthy Adult is, between 20 to 22 minutes.
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The above graph shows a fasting acid level in the stomach prior to administering an oral 5cc Saturated Solution of
Sodium Bicarbonate. When the Alkali Challenge is administered to the patient, the graph line will move upscale
to the Neutral or Alkali side. The Time, required for the Parietal cells to reacidify the stomach, will determine
the patient’s condition; Normal, Hypochlorhydric, Hyperchlorhydric, or Achlorhydric. As the Age of patients
increase, the Timing for Normal also changes. For all age groups, the re-acidification time for patients’
classified as Normal, falls between 12 to 33 Minutes. This Information is documented in a 1000 Patient
Study, which was done by Professor H. G. Noeller at the Heidelberg University, in Heidelberg Germany.
When Interpreting The Results Of A Heidelberg pH Diagnostic Test, One Of The Most Important Things
To Remember Is What The Normal Re-acidification Time Is For A Normal Healthy Adult.

A HEIDELBERG ACHLORHYDRIA pH PROFILE (Obvious)

Patient: [achlorhydria Code (5335 Test: 22572005 4:39:11PM  CH-1 pH: -

20 Achlorhydria: Is The absence of Free
] R  Hydrochloric Acid in the Gastric juices. Patients,
who have Achlorhydria, may have a form of
Pernicious Anemia. This should show up on a
routine blood test. Curing the Anemia will
generally return stomach to its Normal Parietal
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has been done recently. It pays to be on the
“lookout” for Anemia's. This condition is always
pertinent in patients that are HIV Positive (Aids). The Heidelberg pH Diagnostic System can be used to
determine the correct amount and type of medication necessary to promote good Conversion and Absorption in
Achlorhydric patients. The Heidelberg pH Diagnostic System will not cure HIV Positive patients, but it can be
used to increase their quality of life. The Digestive System must work at its optimum level to support the
Immune Systems! The absence of HCL reduces the Immune System Viability and promotes the onset of
Infectious Diseases. The normal presence of HCL in the stomach actually sterilizes and emulsifies the foods that
we eat.




A HEIDELBERG HYPOCHLORHYDRIA pH PROFILE (Not Obvious)
Alkali Challenge Proves Hypochlorhydria

Hypochlorhydria: Is the diminished
secretion of Hydrochloric Acid produced
by the stomach’s Parietal cells. It causes
Reflex Stomach-Emptying (Dumping).

Patient: Hypochlorhydria Not Obvious ~ C0de 777 Test: [2/25/72005 4:39:11 PM CH-1 pH: -
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many other conditions. This is common

in aging, but it is not limited to aging, and,

as described, is a very common problem
with Allergy patients.

HYPERCHLORHYDRIA, WITH RAPID REACIDIFICATION
Multi-challenged with Alkali Drink

Patiet ypertorhyiria il Ghllenges C008 (3229 Test: 72872006 £.39-11 P -1 pH: Hyperchlorhydria: Is the excess production of
Hydrochloric acid by the stomach’s Parietal cells.
In most cases, Hyperchlorhydria causes Delayed
and/or Marked-Delayed Stomach-Emptying-Time.
It is NOT uncommon for a person to retain food in
their stomachs, sometimes, for as long as 24 hours.
(Eventually, the pressure of additional meals
6m Oh0Sm  Ohlom | 'nm'sm'\ nm'_mz‘m‘ ‘\'ZIdml 'nhz'm_‘m.alaﬂn physwally ‘pUSh'the'fOOdS, out of their StomaChs.)
Aot | o || a9 The  consumed foods are denied the proper

distribution of the necessary Duodenal Juices
(Enzymes, Bile, and Physiologic Buffering), required for the next phase of digestion, which results in poor
conversions and absorption, resulting in reduced fortification of their Immune Systems. Medications, which
require a close-to-neutral pH environment (Small Intestines) for absorption, are virtually ‘inoperative’ all of the
time, during the Delayed-Stomach-Emptying-Phase. Hypochlorhydria and Hyperchlorhydria conditions can
be corrected and treated after discovery of the stated condition (s) by special (specific physiologic) buffering.
This condition Does Not require a pH Blocking Medication to correct. Please let us speak with you regarding a
simple and inexpensive way of Diagnosis and Treatment (special physiologic buffering regimen, with no
medications). Patients will feel better, usually by the very next day.

EXCLUSIVITY

Third Party Reimbursement Requires that testing be done under a control of a Licensed Physicians. Third Party
Reimbursement depends totally on Individual States and Individual Insurance Companies, and the Form in which
the CPT Coding is Submitted.

The Heidelberg pH Capsule package insert reads: © C A U T | @eédéral law restricts this device to sale only
by, or on the order of a Qualified Physician.” (A Patient History Is Required before administering this
diagnostic test. Example: Crohn’s Disease, or any history of intestinal blockage (s), adhesions and/or history of
bleeding.)

Our Bibliography has 141 Published Clinical Studies. We are now entering into our thirty-seventh year with the
Heidelberg pH Capsule Diagnostic Systems.

We are always active with Clinical Pharmacology and Pharmacokinetic Research Studies with Major
Universities and Major America and European Pharmaceutical Companies.
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The Portable One Patient pH Diagnostic System

The Portable Heidelberg pH Capsule System is an Innovative System that is ideal for busy practices where a
Stationary Desktop Computer System would have it's limitations. It can be transported from one room to another
or from one facility to another. The Dedicated Laptop Computer, and a compact Micro-Jet Printer, is placed on a
movable Medical Grade Laboratory Cart that has lockable casters, with an Uninterrupted Power Supply (UPS
System), with a 8 foot Electrical cord. The Laboratory Cart has built in, lockable, Security Cabinet that is Ideal
for storing your Heidelberg pH System, when it is not being used for pH Testing purposes. The Portable
Heidelberg pH Capsule System is available in a Single, or Multiple, Patient pH Diagnostic Testing.

One Patient Portable Testing System Includes:

@1 Heidelberg Interface @1 Dedicated Laptop Computer
Module, And Cables System

@1 Heidelberg Digital @1 Laptop compact Ink Jet
Transceivers Printer

@1 Dual Bay Lithium-lon @1 ea. Uninterrupted Power
Battery Charger Supply

@1 Lithium-lon Dual @1 Medical Grade Lab Cart

Prismatic Cell Battery Pack  with Built in Surge Protection
and Lockable Cabinet

@1 Comprehensive Technical @1 Heidelberg One Patient

Training Manual Testing Program CD Package
@2 Lab Glasses for Saline @1 Capsule Calibration Test
And Rinse. Fixture
@1 Pint (500 mL) pH 1 @4 DVD Video Training
: ~ Calibration Solution, Package
: ',,., . @1 Pint (500 mL) pH 7 @Patient Handouts & Brochures
@ System Shipping & Insurance, Calibration Solution, @3 Medical Grade Test tubes
(not included. @1 Spool of Medical Grade @1 pH Capsule Holder for

Tether Thread Calibration Purposes
@2 Free Referral Services @ Handheld pH Capsule

Locator (Optional)

THE LATEST ADDITION THE pH CAPSULE LOCATOR is a Highly Sophisticated Micro-
Electronic Handheld Device, for locating the pH Capsule anywhere in the Digestive System.
The pH Capsule Locator is an integral part of the pH Diagnostic System. It works side-by-side
with the Medallion Transceiver to provide the Physician with the best possible information on the
pH Capsule Location within the Patient’s body. The Locator detects the Radio Frequency
Transmitted by the pH Capsule. When the Locator is activated, the Medallion Transceiver, worn
by the Patient, generates an Audible tone. As Locator is moved in the Direction of the activated pH Capsule, the
Frequency of the Generated Tone increases. When the Locator is directly over the pH Capsule, the Annunciated
Tone is continuous. This State-of-the-Art Device (pH Capsule Locator) is especially useful in determining whether
the pH Capsule is in the Stomach, or in the Esophagus, during a pH Capsule Diagnostic tests.

We have a free Doctors referral program, a toll free assistance hot line, to answer any and all questions regarding
testing and procedures. Our Technical Staff is always available to provide assistance for Hardware or Software
questions. Heidelberg's goal is to provide reliable State of the Art Systems, with unparalleled Service and Support.

If you would like additional information by postal mail or e-mail about the Newest Heidelberg
Diagnostic System, contact Heidelberg's Customer Service atl1-800-241-7517 or email us at
sales@phcapsule.com A Heidelberg Representative will be happy to speak with you about our
pH Di agnostic Systems.
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