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Method for Standard Operation Procedure, Clinic Methods

This document provides guidance for writing a standard operating procedure (SOP) who
describes clinical methods in ozone therapy. See ISCO3 QAU/00/22 guiddlines, for details of
the type of information to be included within each particular SOP section, along with writing
dos and don'ts.

SOP describes methods in 0zone therapy that should be included:

1. Title
1.1. Brief background
1.2. Purpose
1.3. Scope
1.4. Acronyms, abbreviations and definitions
2. Responsibility
3. Procedure
3.1 Indications
3.2 Contraindications
3.3 Recommended doses intervals
3.4 Clinical evaluation
3.5 Preliminary operations
3.6 Main procedure
3.7 Alternatives
3.8 Frequent side effects
3.9 Patients Follow-up

Method for Standard Operation Procedure, Clinic Methods | ©1SC03. 2015



mailto:info@isco3.org
http://www.isco3.org/

o
gy W ou™
" itmary

International Scientific Committee of
Ozone Therapy

TellFax (+34) 913515175. Cell Phone (+34) 669685429
Avenida Juan Andrés 60. Local 1 - Bajo Izquierdo 28035,
Madrid (Spain) info@isco3.org www.isco3.org

SOP: ISCO3/QAU/00/12
Version: 1

Date: 05/09/2015

Page 2 of 6

4. Contingencies, Corrective Actions

5. References
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6. Documentation and Attachments
6.1 List of recommended medical disposables
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Attachment 1. Hypothetic example of SOP Clinical Method

Note: The following is a hypothetic example of a procedure. This is not a draft under review.
1. TitleISCO3/MET/00/17 Intratonsillar infiltration route

1.1. Brief background

Tonsillar diseases are among the most commonly encountered health-related problemsin the
general population. The choice of treatment is often tonsillectomy, which is still the most
frequently performed surgical procedure in children and young adults. Although chronic
tonsillitis are still the most common reasons for tonsillectomy.! Ozone infiltration can quickly
improve the inflanmatory an infection status of the tonsilla?

1.2. Purpose

The purpose of this SOP isto describe the procedure to conduct the intratonsillar
infiltration of ozone.

1.3. Scope

This procedure specified the infiltration technique, doses, volume of gas and frequency of
application of ozonein tonsil diseases. The concomitant use of ozonized oil, hydrosol of
0zonized or ozonized water in tonsillitisis not described in this SOP.

1.4. Acronyms, abbreviations and definitions
SOP Standard Operation Procedure

Tonsils Are collections of lymphoid tissuefacing into the aero-digestive tract. The set of
lymphatic tissue known as Waldeyer's tonsillar ring includes the adenoid tonsil,
two tubal tonsils, two palatine tonsils, and the lingual tonsil 2

2. Responsibility

Physician  Clinical records registration
Assessment of the indication, contraindications
Request the informed consent and the privacy consent
Applications and monitoring
Recording all data on medical records
Prescription of investigations to assess the effectiveness of the treatment (e.g.
microbiology)
Reporting any late complications
Patient follow-up

Method for Standard Operation Procedure, Clinic Methods | ©1SC03. 2015



mailto:info@isco3.org
http://www.isco3.org/

= International Scientific Committee of JOAUI00/
. @ SOP: ISCO3/QAU/00/12
%@co Ozone Therapy

TellFax (+34) 913515175, Cell Phone (+34) 669685429 Version. 1
Avenida Juan Andrés 60. Local 1 - Bajo lzquierdo 28035, | Date: 05/09/2015
Madrid (Spain) info@isco3.0rg www.isco3.org Page 4 of 6

i .
Qi ot
"r.‘f"’hu.r oani

iitnary

Nurses Accommodate the patients
Preparation of the clinical procedure
Supervision of patients, and vital signs control (temperature and pressure)
Detects and alerts the doctor to anomalies due to possible reactions
Notification of possible complications

3. Procedure
3.1 Indications

Thisisasecure route in patients older than 12 years old, on condition that they can actively
cooperate when they are asked to hold their breath (apnea) while the medical ozoneinjectionis
applied. Can be used aso in nasal polyp. (1SCO3/QAU/01/03)

3.2 Contraindications
Patients that can 'not actively cooperate.

3.3 Recommended doses intervals

Concentrations of (10 - 20) ugN/mL with avolume of 2.5 mL per point to infiltrate at the
anterior and rear pillar of both tonsils are used. Four to five sessions are required. In case of
nasal polyp, infiltrate directly into the polyp tissue a volume of 2.0 mL at a concentration of 50
ugN/mL.* (1ISCO3/QAU/01/03)

3.4 Preliminary operations

The practitioner will be well trained in this method.

Fill dl medical records of the patient, get the informed consent (ISCO3/QAU/00/21) and the
privacy consent.

Make the appropriate diagnose and verify the indication and contraindication.

Prepare the appropriate dose of ozone using and adequate device |SCO3/DEV/00/01.

3.5 Clinical evaluation
Using atongue depressor and appropriate medical lamp and magnifying glass, check the tonsil
3.6 Main procedure

1) Ask to the patient to hold the breath (apnea) and open the mouth.

2) Use atongue depressor, and a medical lamp to visudize the tonsil

3) Infiltrate at the anterior and rear pillar of both tonsils (if is the case) with ozone.
Concentrations of (10 - 20) ugN/mL with avolume of 2.5 mL use aneedle 27 G (0.4) or 30
G (0.3mm) x 1 1/2 (40 mm).

4) Ask the patient to do an forced expiration.”

Method for Standard Operation Procedure, Clinic Methods | ©1SC03. 2015



mailto:info@isco3.org
http://www.isco3.org/

= International Scientific Committee of JOAUI00/
. @ SOP: ISCO3/QAU/00/12
%@co Ozone Therapy

T TellFax (+34) 913515175. Cell Phone (+34) 669685429 Ver3|.on: 1
o Avenida Juan Andrés 60. Local 1 - Bajo lzquierdo 28035, | Date: 05/09/2015
Madrid (Spain) info@isco3.0rg www.isco3.org Page 5 of 6

3.7 Alternatives

Using for application a Canula (Canula sinus maxilar Hartmann, ORL inox Japonia,
Raydent: @ 2 mm. @ 2,5 mm. @ 3 mm) in place of local inyection.” Forced expiration is
required in this method.

3.8 Frequent side effects
Locd pain.
3.9 Patients Follow-up
Check the patients ones a week.
4. Contingencies; Corrective Actions
In case of incidental O3 inhalation follow procedure ISCO3/CL1/00/01.
5. References

5.1 SOP References

| SCO3/DEV/00/01 Guidelines and Recommendations for Medical Professionals Planning to Acquire a
Medical Ozone Generator.

| SCO3/QAU/01/03. Madrid Declaration on Ozone Therapy 2015-2020 Eng. Schwartz-Tapia A,
Martinez-Sanchez G, Sabah F, Alvarado-Guémez F, Bazzano-Mastrelli N, Bikina O, Borroto-
Rodrigez V, Cakir R, Clavo B, Gonzalez-Sanchez E, Grechkanev G, Najm Dawood A H, 1zzo A,
Konrad H, Masini M, Peretiagyn S, Pereyra, V R, Ruiz Reyes D, Shallenberger F, Vongay V,
Xirezhati A, Quintero-Marino, R. Madrid Declaration on Ozone Therapy. 2th ed. Madrid: ISCOS3;
ISBN 978-84-606-8312-4; 2015. 50 p.

| SCO3/QAU/00/21. Informed Consent Form in Ozone Therapy.

ISCO3/CLI/00/01. Fist Aids in ozone therapy (Inhalatory exposition and accidental over dose)

5.2 Other References

1. Zhang PC, Pang YT, Loh KS et al. Comparison of histology between recurrent tonsillitis and tonsillar
hypertrophy. Clin Otolaryngol 2003;28:235-9.

2. Vlasova LA and Kudriatsev BP. [Ozone therapy in the complex treatment of local complications of
chronic tonsillitis]. Voen Med Zh. 2003 Nov;324(11):28-30.

3. Dictionary.com. The American Heritage® Stedman's Medical Dictionary. Houghton Mifflin Company.

http://dictionary.reference.comv/browse/tonsil (accessed: August 31, 2015).

4. Litvinenko, S.V., Kipenskey, A.V. & Kud, A.A. The efficiency comparative analysis of various ozone
therapy techniques for purulent maxillary sinusitis treatment. in Proceedings of IV Ukrainian-Russian
theoretical and practical conference, the 3 th Asian- European theoretical and practical conference
“Ozonein biology and medicine” Vol. 5 95-97 (Bulletin of physiotherapy and balneology, 2008).

5. Mattas R. Ozonoterapia. Organizazione Editoriale Medico Farmaceutica. Milano, 1985. ISBN 88-
7076-076-6. p-93.
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6. Documentation and Attachments
6.1 List of recommended medical disposables

Needle 27 G (0.4) or 30 G (0.3 mm) x 1 1/2 (40 mm).
Siliconated Luer lock syringe of 5 mL
Tongue depressor
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