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            Consent for Iontophoresis

I. General Consent

I _____________________________________________________ wish to be treated by iontophoresis as explained by: ___________________________________  ______________________________________.
                

Name                                                          
 Title

The procedure involves connecting a battery-operated device with an output current of no more than 4 mA DC to two individual electrodes for the purpose of delivering the following listed medications into the surface of my body. 

 1. _________________________  2. __________________________  3. _____________________________

Very frequently iontophoresis will produce irritation under the electrode areas.  Types of irritations can be avoided if I report any burning or stinging to the practitioner.  Types of irritation vary in severity from mild redness which disappears within one to two hours to superficial blistering and very rarely a deeper burn. No other complications than those of hypersensitivity of current and medications delivered have been reported.

I do___  do not ___ have a sensitivity to make-up, soaps, skin conditioners.  I understand that I could have the same sensitivity to the preservatives used in the above listed drugs that could cause similar skin irritations.

II. Special Consent (check those applicable)

Because I am a:
Heart patient _____



Diabetic        _____



Pregnant       _____



Other _________________________

The procedures have been explained by my physician, Dr. _________________________________________.

Who, by signature grants consent for use of iontophoresis on me.

Physician: ____________________________________
Date: __________________________

Patient: ______________________________________
Date: __________________________
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Patient History

Name: ____________________________

Referring Physician: __________________________

Street Address: ____________________________

City, State & Zip: __________________________
Phone: ___________________________________

1. Have you ever had an iontophoresis treatment? 
Yes
No

2. If yes, when and why? ____________________________________________________________________________________________________________________________________________________________________

3. Did you have experience any discomfort or side effects from any of the treatments?
Yes
No

4. If yes, explain. ____________________________________________________________________________________________________________________________________________________________________

5. Do you have any sensitivities to make-up, skin conditioners, shave creams, etc.?
Yes
No

6. Describe the skin condition for the treatment area. (check all that applies)
Normal
Dry
Scaly

Sweaty

Moles

Excessive freckling
Scar

Open wound
Recently shaved (within 24 hours)




Other: _____________________________________________

7. Using the scale where 1 is the lowest and 10 is the highest; rate your tolerance to pain. (mark the range for your choice)
1-------------------------------------------------------------------------------------------------------10

Signature: ___________________________________
Date: __________________________

[image: image3.jpg]Koo

Therapy @
connection





Dual Phase Protocol for Moderate* Inflammation of the Joints or Soft Tissue by Dr. Arthur Jeske





	

	Phase 1

(+ Polarity) Lidocaine/Epinephrine


	Phase 2 or Single Phase treatment without Lidocaine/Epi***
	
	

	 
	
	 "(- Polarity) (add de-ionized water to saturate, if doing single phase)"
	
	

	
	 
	
	
	

	Capacity of  Small Meditrodes Group
	4% Lidocaine + 1:1000 Epinephrine (per treatment site)
	Current
	4 % Dexamethasone (per site)
	Current

	Bandaid 1.5cc
	1 cc + .25 cc
	**Patient comfort level  

    Do not exceed  1.5 mA
	1 cc
	same as established in Phase 1

	Small Square 2cc
	1 cc + .25 cc
	**Patient comfort level 

     Do not exceed 3.0 mA
	1 cc
	same as established in Phase 1

	Small Contour 4cc
	2 cc + .50 cc
	Patient comfort level**
	2 cc
	same as established in Phase 1

	
	
	Treatment Units 
	(Dose) for the above sizes
	

	
	
	12 - 15 mA/min per site
	
	24 - 30 mA/min per site

	
	
	
	
	

	Capacity of Large Meditrodes
	4% Lidocaine + 1:1000 Epinephrine (per treatment site)
	
	4 % Dexamethasone (per site)
	Current

	Medium Square 5cc


	2 cc + 1 cc
	**Patient Comfort Level
	3 cc
	same as established in phase 1

	Round 6cc
	3 cc + 1 cc
	Patient Comfort Level **
	3 cc
	same as established in phase 1

	Large Square 7cc
	3 cc + 1 cc
	Patient Comfort Level **
	3 cc
	same as established in phase 1

	Large Contour 7cc
	3 cc + 1 cc
	Patient Comfort Level **
	3 cc
	same as established in phase 1

	
	
	Treatment Units 
	(Dose) for the above sizes
	

	
	
	18 - 22.5mA/min per site
	 
	36 - 45 mA/min per site


After mixing drug solution, add just enough solution to completely saturate the electrode pad.  The remaining solution may be used to re moisten the electrode during the treatment, if needed.  Solutions are not stable ---they should be made fresh for every treatment! (Potency and stability is lost if not used the same day)





* Titrate dose according to the severity of the patient's condition.





"** While establishing current, the patient should have minimal perception of the current.  Never allow the current to be uncomfortable.  If the patient does feel a current level of less than 1.5 mA, check for skin imperfections, non-saturated pads or inadequate skin contact.



*** DO NOT USE Lidocaine/epinephrine if patient is sensitive to the cardiovascular effects of epinephrine.  In the absence of epinephrine, the lack of vaso-constriction may cause results to be reduced.





Important Notice:  Life-Tech, Inc., in accordance with its' FDA cleared labeling and instructions, does NOT endorse or recommend the use of the Iontophor system with any medications, chemicals or substances.  The protocols are recommendations of experts in the field, supplied at your request.  Life-Tech does NOT endorse or recommend modification or use of the Iontophor system in a manner other than specifically shown in the operating manual.





Rev. 4  2/99
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Single Phase Protocol for Moderate* Inflammation of the Joints or Soft Tissue by Dr. Arthur Jeske





	

	Single Phase treatment "(- Polarity)”  
	
	

	 
	 
	
	

	
	 
	
	

	Capacity of  Small Meditrodes Group
	4 % Dexamethasone (per Treatment site)
	Current
	Dose

	Bandaid 1.5cc
	1 cc / Add  Buffer Solution to saturate
	**Patient comfort level  

    Do not exceed  1.5 mA
	40 mA/min per site

	Small Square 2cc
	1.5 cc / Add  Buffer Solution to saturate
	**Patient comfort level 

     Do not exceed 3.0 mA
	40 mA/min per site

	Small Contour 4cc
	3 cc / Add  Buffer Solution to saturate
	**Patient comfort level
	40 mA/min per site

	
	
	
	

	Capacity of Large Meditrodes Group
	4 % Dexamethasone (per treatment site)
	Current
	Dose

	Medium Square


	4 cc/ Add  Buffer Solution to saturate
	**Patient Comfort Level
	40 mA/min per site

	Round 6cc
	5 cc / Add  Buffer Solution to saturate
	**Patient Comfort Level 
	40 mA/min per site

	Large Square 7cc
	6 cc / Add  Buffer Solution to saturate
	**Patient Comfort Level 
	40 mA/min per site

	Large Contour 7cc
	6 cc / Add  Buffer Solution to saturate
	**Patient Comfort Level 
	40 mA/min per site


1.  Add drug solution to the active delivery electrode by applying through each port located on the top of the electrode. 

2.  Add buffer solution to saturate the active electrode using the application procedure in (1)

3.  Follow Equipment set up instructions for setting the above dose and current  

"** While establishing current, the patient should have minimal perception of the current.  Never allow the current to be uncomfortable.  If the patient does feel a current level of less than 1.5 mA, check for skin imperfections, non-saturated pads or inadequate skin contact.





Important Notice:  Life-Tech, Inc., in accordance with its' FDA cleared labeling and instructions, does NOT endorse or recommend the use of the Iontophor system with any medications, chemicals or substances.  The protocols are recommendations of experts in the field, supplied at your request.  Life-Tech does NOT endorse or recommend modification or use of the Iontophor system in a manner other than specifically shown in the operating manual.





Rev.4 2/99
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Iontophor PM/DX & Meditrode Set Setup

1.
Choose the site over the target area making sure that it is not scared, extremely bonny, or other visible imperfections or recently (within 24 hours) shaved areas.  Site should be over soft tissue to avoid burns.  If this is not possible, very low current is recommended.

2.
If the skin is extremely dry, rehydrate by place a warm and moist towel over the area for a few minutes.

3. 
Clean site with prep pad and let dry.

4.
Apply active Meditrode over the treatment area stretching slightly while applying to remove all bubbles and 
wrinkles.

5.
Apply the dispersive electrode no closer than 4 inches from the active site following steps 2,3, & 
4.


6.
Attach red lead to active and black lead to dispersive.

7.
Apply Drug - After mixing drugs together, apply to active electrode through fill holes until completely saturated (use syringe without needle, an eyedropper, or bottle with a tip small enough to fit the fill ports).

8.
Buffer - After mixing the contents of the Meditrode return solution with 100 ml distilled or de-ionized water, shake well and saturate dispersive electrode.

9.
Patient Cable - Connect the gray patient cable to the Iontophor by aligning the tabs on the cable and Iontophor cable connector collar.  Do not twist the cable to connect or remove.

10.
Electrode Leads - Connect the red lead attached to the active electrode to either one of the red connectors on the patient cable and the black lead to the black connector.

11.
Power - Turn on the Iontophor PM/DX by pressing the “Power” key. 
    
12. 
Menu Selections - Make menu selections with the “Set Value” “(” arrow key and pressing “Save” with each selection.

13.
“Single Phase”/Dual Phase - If single phase is desired because you are delivering a single polarity drug, select “Single Phase” and press “Save”.  If Dual phase is desired because you are delivering 2 drugs of different polarity, chooses “Dual Phase” and press “Save”.  Dexamethasone sodium phosphate is (-) polarity and Lidocaine/Epinephrine is (+) polarity.

14. Set “Dose” according to protocol.  The rule of thumb is: If you are doing a dual phase treatment (not to be confused with dual site treatment), set phase one dose at 12-15 mA minutes and doubled phase two (24-30 mA minutes). Lidocaine without epinephrine is not recommended due to the vaso-wash effect of lidocaine.  It would be better to use dex alone if epinephrine is omitted. If you are doing a single phase, Dex only, a 40mA minute is recommended, depending on severity of the condition. The patient should show improvement by the 3rd treatment.  If not, you may need to increase the dosage.

Apply time is calculated automatically by the Iontophor software and is determined by the amount of current delivered, dose, battery level, and skin resistance.  It is recommended to set the instrument to display remaining apply time so that the patient will always be aware of how much longer they must remain in one position.

15.
“Current”- After “Dose” is set, the instrument automatically displays “Current” (flashing) on the display.  Use the (/( keys to set the “Current” to the patient’s tolerance level, explaining that they should only feel a mild tingling sensation.  
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16.
If the patient complains of itching and burning any time during the treatment, add additional buffer solution to the 
return and to the active if necessary.  If the sensation does not subside, inspect the area for skin damage.  If skin 
damage is apparent under the dispersive, move the electrode to a different site and continue treatment.  If it is under the 
active side, discontinue treatment, remove the electrode and apply aloe vera.  It is a good practice to follow each 
treatment with aloe vera.

If doing a dual site treatment, double the dose for each phase since the current is equally divided between the two sites.  Two active electrodes and one dispersive are required for a dual site treatment.  The dual red wire is the dual site active cable.

To insulate a scar, mole, or other imperfection such as a break in the skin, apply Vaseline to a Q-Tip and spread over the imperfection before applying the electrode but after cleaning the skin. 








 Small Square Active
  Round Active or Return (Dispersive)
Medium Square Active
Large Square Active or Dispersive

   (3 mA max)
        
(4 mA max) 


     (4 mA max)


(4 mA max)

       Small Bandaid  Active





         (1.5 mA max)

Recommended Current for: 

Small Bandaid size
1.5 mA

Small Square size              3 mA

Small Contour

3 mA

Large Square

4 mA

Round


4 mA

Large Contour

4 mA
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Individual Patient Pak Application Instructions

1.  Clean both application site and return site with an alcohol prep pad to clean area without abrading

2.  Apply Reusable electrode over return site (at least 4 inches away from the active delivery site) by 

a.  peeling the liner from the pad 

b.  return the liner to the patient’s pak for use later

c.  apply the center of the pad over the site and smooth out to the edges

3.  Remove and discard the active electrode liner

4.  Apply the active electrode over the active site starting in the center and smoothing out the edges to remove all wrinkles.

5.  Follow protocol and instrument connection and setup instructions for treatment application.

6.  Upon completion of treatment and with instrument power off:

a.  remove instrument lead wires 

b.  remove active electrode and discard

c.  remove reusable electrode and return to its storage liner 

d.  return the reusable electrode to the patient’s pak for next treatment use

e.  reseal patient pak 









 Small Square Active
  Round Active or Return (Dispersive)
Medium Square Active
Large Square Active or Dispersive

   (3 mA max)
        
(4 mA max) 


     (4 mA max)


(4 mA max)

       Small Bandaid  Active





         (1.5 mA max)

Recommended Current for: 

Small Bandaid size
1.5 mA

Small Square size              3 mA

Small Contour

3 mA

Large Square

4 mA

Round


4 mA

Large Contour

4 mA
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2” x 2” Reusable Return (dispersive)






3” x 4” Reusable Return (dispersive)

Recommended Current for Active Size: 

Small Bandaid size
1.5 mA

Small Square size              3 mA

Small Contour

3 mA

Large Square

4 mA

Round


4 mA

Large Contour

4 mA
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Iontophoresis Patient Incident Investigation

1. Instrument (s) used in the procedure: (Must be provided)

Manufacturer: ________________________

Model #: ____________________ 
Serial Number: ________________


      ________________________

 ____________________

           ________________


     ________________________

                ____________________

           ________________

2. Disposables used in this procedure: (Must be provided)

Manufacturer: ________________________

Model #: ____________________ 
Lot Number: _________________



      ___________________________

 _______________________

        ___________________



      ___________________________ 
 _______________________
  ___________________

3. Patient Information:


Name: ___________________________________
Age: __________ 
Sex: ___________  



Medical Conditions: (List all known-  Necessary for full investigation)


_______________________________

_________________________________


_______________________________

_________________________________




_______________________________

_________________________________



_______________________________

_________________________________



_______________________________

_________________________________


Iontophoresis treatment area: _______________________________  


Dispersive electrode placement area: __________________________

4. Electrode Placement:

4.1
Was treatment and dispersive area cleaned before electrode placement?   Yes
No
4.2
Were both areas of the skin in good condition and without visible defects such as moles, scars lesions, etc.  Yes
No
4.3
Was the site shaved within 24 hours before treatment?
Yes
No
4.4
Did patient use skin conditioners before treatment? Yes
No    If yes, what? ____________________

4.5
Complexion of skin:  Fair
Medium

Dark
4.6
Condition of skin:  Dry

Oily
 Normal

4.7
Is patient sensitive to skin conditioners an/or make-up?
Yes
No
4.8 
Was electrode saturated before or after being placed on the patient?
(Circle) 

4.9
Was fluid added to the electrode at anytime during the procedure? Yes
No

If yes, explain: _____________________________________________________________________________________________

_____________________________________________________________________________________________
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Iontophoresis Patient Incident Investigation  - Pg. 2
4.10
If no, was the electrode checked for saturation during the treatment? Yes
No

4.11
If yes, when?  _____________________________________________________________________________________________

5. Protocol:


5.1
Drug 1 used: ____________________ Polarity:   POS    NEG 




Drug 2 used:_____________________ Polarity:  POS  NEG


Drug 3 used:_____________________ Polarity:  POS  NEG
5.2 Dose for POS polarity phase:  ______________ mA minutes


5.3 Dose NEG polarity phase: _________________ mA minutes


5.3
Current settings:  ______ mA

______ mA
______ mA
______ mA 

 (if more than one setting, please explain your protocol)

6. Adverse Reactions: (circle)

Mild redness

Severe redness

Blistering


Burn

7.
How many treatments were done on this patient before the reaction occurred?  _____________


Show area and approximate size of adverse reaction.  (Mark area and approx. size, on the electrode drawing below, that closely resembles the electrode you were using)

(active electrodes)





















8.
How long has this facility used this model electrode?  _____________  
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Iontophoresis Patient Incident Investigation – Pg. 3
9.
What is the average number of treatments performed per week with this model electrode? ____________

10. Approximate number of adverse reactions reported with this model electrode?  ___________

11.
Have you recently changed protocol?  Yes
No
12.
If yes, explain. __________________________________________________________________________________________________


__________________________________________________________________________________________________


__________________________________________________________________________________________________

Additional comments: ______________________________________________________________________________________________________

______________________________________________________________________________________________________

Facility: ______________________________________
Phone: ____________________________________

Address: ______________________________________
Fax:  ______________________________________


        ______________________________________


        ______________________________________

Name (please type or print):



   _____________________________________

Signature: _____________________________________


Title: _________________________________________
 Date: _______________________

Please complete and return to:

 Life-Tech, Inc.

4235 Greenbriar Dr.

Stafford, Texas  77477

Attention: Katherine Hughey

Fax 281-491-6646

Phone: 800-231-9841 x227

Retain the electrodes that were used in this procedure and contact Life-Tech’s Customer Service Department for a return authorization #.  Please add to address label  “ATTENTION COMPLAINT INVESTIGATION”.  It is not necessary to return any unused electrodes.

2” x 2” Hydrogel Dispersive (Return)





3” x 4” Hydrogel Dispersive (Return)





Round Fiber


Return or Active 








3

