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THIS APPLICATION MUST BE TYPEWRITTEN

ALL QUESTIONS MUST BE ANSWERED

USE LAY TERMS WHEREVER POSSIBLE

***

only use this form for single-site studies

 within sswahs (rpah zone)

***

for all other studies use the online application form

at www.ethicsform.org/au
SECTION 1:
ADMINISTRATION AND SUBMISSION TO OTHER HUMAN RESEARCH ETHICS COMMITTEES (HRECs)

1.1
(a)
Full study title

Efficacy of subgingival Air Polishing using Erythritol Powder in Periodontitis patients during Supportive Periodontal Therapy 


(b)
Short name by which the study will be known (if appropriate)

1.2
(a)
Name of Chief Investigator

A/Prof Axel Spahr


(b)
Name(s) of Co-, Associate- and/or Student-Investigator(s)

Dr Sal Shahidi (measuring clinical parameters)

Dr Tihana Divnic-Resnik (conducting treatment)

1.3
Indicate the exact SSWAHS (RPAH Zone) location at which the study procedures / data collection will be undertaken, ie department, building, level, etc.

Department of Periodontics

Sydney Dental Hospital Level 4

2 Chalmers Street

Surry Hills NSW 2010

	1.4
(a)
Has this study been submitted to or is it anticipated that 
	x
	
	

	

it will be submitted to the NSW Aboriginal Health & 
	N
	
	Y

	

Medical Research Council HREC ?
	
	
	




If you answered YES, indicate the status of the application 



(ie submitted, approved, deferred or rejected).

	
(b)
Has this study been submitted to or is it anticipated that 
	x
	
	

	

it will be submitted to the Justice Health HREC ? 
	N
	
	Y




If you answered YES, indicate the status of the application 



(ie submitted, approved, deferred or rejected).

	1.5
Has this study been submitted to:
	
	
	

	
	
	
	

	
(a)
NSW Health Department’s Shared Scientific Assessment Committee ?
	x
	
	

	
	N
	
	Y

	
(b)
SSWAHS Area Mental Health Research Advisory Committee ?
	x
	
	

	
	N
	
	Y

	
(c)
Any other peer-review committee / process ? (specify)
	x
	
	

	
	N
	
	Y



If you answered YES to any of the above, attach the committee’s


correspondence or final report.

SECTION 2:
NATURE OF RESEARCH INCLUDING RISKS

2.1
The nature of this study is most appropriately described as :

	(a)
A clinical trial of drug(s), device(s) or treatments/interventions
	
	
	x

	
	N
	
	Y


	(i)
under the Clinical Trial Notification Scheme (CTN)
	
	
	

	
	N
	
	Y


	(ii)
under the Clinical Trial Exemption Scheme (CTX)
	
	
	

	
	N
	
	Y


	(iii)
using only approved drug(s)/device(s) in accordance with
	x
	
	

	Therapeutic Goods Administration Approved Product Information
	Y
	
	N


	(b)
Human physiology research
	
	
	

	
	N
	
	Y


	(c)
Human tissue research
	
	
	

	
	N
	
	Y


	(d)
Psychiatry/clinical psychology research
	
	
	

	
	N
	
	Y


	(e)
Behavioural research
	
	
	

	
	N
	
	Y


	(f)
Biomechanical research
	
	
	

	
	N
	
	Y


	(g)
Research using a questionnaire only
	
	
	

	
	N
	
	Y


	(h)
Research using qualitative methods
	
	
	

	
	N
	
	Y


	(i)
Other (indicate the nature of the research below)
	
	
	

	
	N
	
	Y


	2.2
Is this a study of an intervention designed to inform clinical practice
	x
	
	

	
(including drugs, devices, surgical or other procedures)? 
	N
	
	Y


	
If you answered YES, has it been or will it be registered with the
	
	
	

	
Australian Clinical Trials Registry (www.anzctr.org.au) ?
	Y
	
	N



If you answered YES, what is its registration number ?


If you answered NO, where will it be or has it been registered ?


What is its registration number at that site ?

	2.3
(a)
Does the study require any physically invasive, or potentially
	
	
	x

	
harmful procedures (e.g. drug administration, needle insertion, rectal
	N
	
	Y

	
probe, pharyngeal foreign body, electromagnetic stimulation) ?
	
	
	




If you answered YES, state the nature of the procedures, all the risks 



involved and, if possible, at what rate these risks are expected to occur.



(All this information must be included in the Participant Information Statement.)

2-3 months after completion of SRP or during Supportive Periodontal Therapy (SPT) inclusive API/SBI the recruited patients will be randomized into test and control groups. These patients in both groups will receive recapitulation of SRP, which is part of the normal maintenance therapy of a patient with mild or moderate chronic periodontitis. The procedure involves local anaesthesia of the quadrant for the treatment to be performed and conventional scaling and root planning.

The risks are sensitivity and possible pseudo-gum recession due to exposed root after debridement of subgingival calculus and cementum and settlement of local gum inflammation with shrinkage of swollen gums. 

SPT involves deep scaling hence bleeding may occur due to inflammation of gums by mild or moderate periodontitis. This could expose the patient to a risk of secondary microbial infection by the periodontal pathogens, which could result in endocarditis or other systemic infections. Hence the patients with endocarditis are excluded in the recruitment of this research.

Please note: all periodontal treatment performed in this study consists of conventional periodontal procedures and even the use of an Airflow system.

Possible risks of every Air Polishing treatment are the development of an emphysema or air embolism. This can occur after the use of high-speed dental handpieces/turbines, air-water syringes, air polishing devices and after taking impressions. A total of 9 air emphysemas and 3 air embolisms reportedly related to the use of air polishing devices between 1977 and 2001 (sodium bicarbonate powders), all concluding uneventfully. No case reported after subgingival air polishing with glycine powder [Petersilka et al 2007, Acquilina and McKellar 2004, Sekine et al 2000, Heyman et al 1995]

	
(b)
If you are doing research on patients, list the procedures/techniques
	
	
	

	
which would not form part of routine clinical management.
	
	
	


Additional clinical measures to the conventional clinical management of mild to moderate periodontitis are:

· Impression with alginate of the respective jaw

· Fabrication of a cast and a splint with references for measuring clinical attachment level

· Repeated collection of the subgingival plaque samples

All the additional measures are considered as non- or only minimal invasive measures.

	2.4
Will human placental tissue be used ?
	x
	
	

	
	N
	
	Y


	2.5
Will human embryos or fetal tissue be involved ?
	x
	
	

	
	N
	
	Y


	2.6
Will human tissue be collected for culture or any other purpose ?
	
	
	x

	
	N
	
	Y


	2.7
Will somatic cell gene therapy be used ?
	x
	
	

	
	N
	
	Y


	2.8
Will recombinant DNA techniques be used ?
	
	
	x

	
	N
	
	Y


	2.9
Will toxins, mutagens, teratogens or carcinogens be used ?
	x
	
	

	
	N
	
	Y


	2.10
Will participants or researchers be exposed to ionizing radiation ?
	x
	
	

	
	N
	
	Y




If you answered YES, provide a brief statement of the exposure(s).



(Radiation dose estimates may be required – contact the RPAH Radiation Safety Officer



(9515 6023) or download the RPAH Radiation Safety Committee form from the Research Development Office’s website www.cs.nsw.gov.au/rpa/research).

Real time PCR is only used to analyse the bacterial biofilm (plaque) of the patient for periodontal

Pathogens.

	2.11
(a)
List any drugs/devices to be used and their approval status,
	
	
	

	
both overseas and in Australia.
	
	
	


Air Flow Therapy Equipment: Air-Flow Master 

Powder: Air Flow Plus- Erythritol, Grain size ~14 µm 
Ultrasonic Scaler EMS, Perio- tips

Gracey Currettes, Hu-Friedy 

All equipment including The Air Flow master and powder is TGA-approved in Australia and also approved in Europe for its use in periodontal pockets.
The department already has an air-flow unit and has been in use for maintenance therapy. 
	
(b)
Has the study been approved by the US or European
	x
	
	

	
regulatory agencies ?
	N
	
	Y






If you answered YES, provide details.

	2.12
Is this study expected to benefit the participants directly or indirectly ?
	
	
	x

	
	N
	
	Y


If you answered YES, provide details.

As there is literature evidence of clinical and antimicrobial effects of air polishing therapy against the periodontal pathogens, patients could be benefited from this study by suppression of the periodontal disease and improvement of periodontal health.

	2.13
Will the true purpose of the study be concealed from the participants ?
	x
	
	

	
	N
	
	Y


If you answered YES, provide details of the concealment and any debriefing.

	2.14
Will the study induce any psychological or physical stress in the
	x
	
	

	
participants ?
	N
	
	Y


If you answered YES, state what form this stress will take.

All measures on patients will be continuously supervised by a periodontal specialist.

All clinical measures mentioned above are part of the normal maintenance therapy (SPT) of a patient with mild or moderate chronic periodontitis. Additional measures which are only performed for this study are impressions, stent and repeated collection of the subgingival plaque samples. All the additional measures are considered as non- or only minimal invasive measures.

The AirFlow master system and AirFlow Powder Plus used in the present study is TGA-approved and is already marketed in Australia. There are no studies/reports describing any significant side-/adverse effects with this system. 

The use of Air polishing therapy in periodontal maintenance using powders with glycine and erythritol is already published in various studies. There are no side-/adverse effects reported.

	2.15
Could participation in the study adversely affect the participants ?
	x
	
	

	
	N
	
	Y


If you answered YES, what facilities/trained personnel are available 

to deal with such problems?

SECTION 3:
RECRUITMENT OF STUDY PARTICIPANTS

3.1
Provide details of how, from where and by whom the participants will be recruited.
All patients will be recruited of the Patients of the Department of Periodontics, Sydney Dental Hospital.

Patients will be recruited 2-3 months after completion of their initial therapy of Scaling and Root Planing (SRP) or during Supportive Periodontal Therapy (SPT), if the clinical re-assessment reveals still pockets with a probing pocket depth (PPD) of ≥5mm and bleeding on probing (BOP). This re-assessment is part of the regular treatment protocol.

The patients will be informed/advised verbally about the study by the periodontal specialist/dentist of the Department of Periodontics who is re-assessing the patient within their regular treatment protocol/plan.

	3.2
(a)
Does recruitment involve a direct personal approach from the
	x
	
	

	

researchers to the potential participants ?
	N
	
	Y


	

If you answered YES, is there any pressure from researchers or others
	x
	
	

	

that might influence the potential participant to enrol ?
	N
	
	Y




If you answered YES, explain.

There will be no pressure from researchers or others that might influence the potential participant to enrol.

	
(b)
Does recruitment involve the circulation / publication of an
	x
	
	

	

advertisement, circular, letter, etc ?
	N
	
	Y




If you answered YES, provide a copy and 



indicate where and how often it will be published.
3.3
If the participants are to undergo a medical or other procedure, are they :

	
–
capable of understanding the general nature and effects of the proposed
	x
	
	

	

treatment ?
	Y
	
	N


	
–
capable of indicating whether they consent or do not consent to the
	x
	
	

	

proposed treatment ?
	Y
	
	N

	
	
	
	

	If you answered NO to either of the above:
	
	
	

	
	
	
	

	i)
Is the treatment a new treatment that has not yet gained the support
	
	
	

	
of a substantial number of medical practitioners or dentists
	
	
	x

	
specialising in the area of practice concerned ?

**new powder
	N
	
	Y


	

ii)
Has the treatment been declared to be special treatment 
	x
	
	

	


under the terms of the Guardianship Act 1987 ? (as amended).
	N
	
	Y


	3.4
Will participants receive any financial or other benefits as a result of
	x
	
	

	
participation ?
	N
	
	Y



If you answered YES, what is the amount / benefit and the justification for this ?

SECTION 4:
INDEMNITY, COMPENSATION AND POSSIBLE CONFLICT OF INTEREST

	4.1
(a)
Will this study be undertaken on behalf of, or at the request of or with 
	x
	
	

	
support from a pharmaceutical company, or other commercial entity, 
	N
	
	Y

	
or any other sponsor ?
	
	
	



If you answered YES, state the registered company name of the sponsor.

	
(b)
If you answered YES to (a), will that entity undertake in writing to
	
	
	

	
abide by either the Medicines Australia Guidelines for Compensation 
	Y
	
	N

	
for Injury Resulting from Participation in a Company-Sponsored 
	
	
	

	
Clinical Trial or the ABPI Clinical Trial Compensation Guidelines ?
	
	
	


	
(c)
If you answered YES to (a), will that entity undertake in writing to
	
	
	

	

indemnify the institution, the HREC(s) and the researchers ?
	Y
	
	N


	
(d)
If you answered YES to (a), (b) or (c), does the sponsor hold a current
	
	
	

	
insurance policy to cover this study ?  If you answered YES, provide
	Y
	
	N

	
a certificate of currency.  If you answered NO, provide details.
	
	
	


	4.2
Do the researchers have any affiliation with, or financial involvement in, any 
	x
	
	

	
organisation or entity with direct or indirect interests in the subject 
	N
	
	Y

	
matter or materials of this study ?
	
	
	



If you answered YES, provide details.

	4.3
Do the researchers expect to obtain any direct or indirect financial or other
	x
	
	

	
benefits from conducting this study ?
	N
	
	Y



If you answered YES, provide details.

	4.4
Have conditions been imposed upon the use, publication or
	x
	
	

	
ownership of the results ?
	N
	
	Y



If you answered YES, provide details.

	4.5
Are there any further ethical considerations that you wish to raise ?
	x
	
	

	

	N
	
	Y



If you answered YES, provide details.

PRIVACY – For information only.  Do not submit these two pages with your application.

Legislation relating to the privacy of health information, entitled the Health Records and Information Privacy Act 2002 (the Act) commenced operation on 1 September 2004. There are Statutory Guidelines on Research, which have been made under the Act, which must also be complied with.

The Act and the Statutory Guidelines require certain conditions to be satisfied before health organisations such as this Area Health Service/Hospital are permitted to disclose personal health information for research purposes, or before you can collect personal health information for research purposes.  This requires the human research ethics committee (HREC) to ask you certain questions so that it can properly assess your research application under the Act and the Statutory Guidelines. This is not an extra requirement imposed by this HREC, it is one imposed by the Act and the Statutory Guidelines, and it replaces previous requirements under the Privacy Act 1988 (Commonwealth).
To assist you in understanding the Act, the Statutory Guidelines and the extra questions asked about your research, the following information is provided.

What is the purpose of the Health Records and Information Privacy Act and to what information does it apply?

The Act sets out certain principles, known as the Health Privacy Principles, which govern the collection, use and disclosure of health information. 

Health information is any information:

· about a person’s physical or mental health;

· about a person’s wishes regarding the provision of health services to them; 

· about any health service which has been provided to a person;

· which has been collected as part of providing a health service to a person; or

· which is genetic information about a person, including tissue samples.

However, to be health information within the meaning of the Act, the information must identify an individual or an individual’s identity must be reasonably ascertainable from the information.

When does the Act apply to research?

The Act applies if your research involves:

· asking research participants for any health information about themselves which will be identified (or stored in a form where the investigators can link the identity of the person with the information); or

· collecting or using any health information from this Area Health Service/Hospital (for example, from its medical records, databases or human tissue collections) that is identified information or is information from which you could ascertain the identity of an individual.

What does the Act require?

The Act and the Statutory Guidelines require the approval of an HREC for any:

· research project; or 

· compilation or analysis of statistics project; or

· management of health services project, which involves the collection, use or disclosure of  personal health information:

· which identifies a person or from which their identity can be reasonably ascertained; 

· where the use or disclosure is not directly related to the primary purpose for which the information was collected; 

· where the use or disclosure is not required by legislation; and

· where the person’s consent is not sought.

To ensure these requirements are met, this HREC must assess your project to determine whether it fits in the above category and, if so

· determine whether the project complies with the Statutory Guidelines made under the Act; and 

· approve the project only if the public interest in the research substantially outweighs the public interest in maintaining privacy.

Under the Statutory Guidelines:

· you must put certain information in your application to the HREC;

· the HREC must consider certain matters; and

· the HREC must report annually to Privacy NSW on certain matters.

The new questions being asked by this HREC are for the purposes of:

· obtaining from you all the information which you are required by the Statutory Guidelines to include in your application;

· obtaining all the information from you that is necessary for the HREC to assess the privacy aspects of your project in accordance with the Statutory Guidelines; and

· help this HREC fulfil its annual reporting requirements.

Where can I obtain a copy of the Health Records and Information Privacy Act 2002 and the Statutory Guidelines on Research?

There are links to the Health Records and Information Privacy Act, the Statutory Guidelines on Research and other information about privacy on the website of Privacy NSW. This website can be accessed through:

www.lawlink.nsw.gov.au/privacynsw
SECTION 5:
PRIVACY AND PUBLICATION OF RESULTS

	5.1
Do you plan to collect, use or disclose information of a

	
personal nature (either identifiable or potentially identifiable)
	
	
	

	
about individuals without their consent :
	
	
	


	
(i)
From Commonwealth departments / agencies ?
	x
	
	

	
	N
	
	Y


	
(ii)
From State departments or agencies (including public hospital records)?
	x
	
	

	
	N
	
	Y


	
(iii)
From other third parties, such as non-government organisations,
	x
	
	

	

and private practice records
	N
	
	Y




If you answered YES to one or more of the above, state what 



information will be sought and how many records will be accessed.

	5.2
(a)
Do you plan to collect, use or disclose personal health information
	x
	
	

	

about individuals without their consent which is
	N
	
	Y

	

identifiable or potentially identifiable?


If you answered YES, go to 5.2 (b).

If you answered NO, you do not need to complete any more sub-sections 

of this question.  Go to 5.3.

	
(b)
Why can de-identified information not be used ?


	

(i)
The study involves linkage of data
	
	
	

	
	N
	
	Y


	

(ii)
Scientific deficiencies would result if de-identified
	
	
	

	


information was used.  Provide details.
	N
	
	Y


	

(iii)
Other.  Provide details.
	
	
	

	



	N
	
	Y



Go to 5.2 (c).

	
(c)
Why is it impracticable to obtain the consent of the individuals for 

	

the collection, use or disclosure of their health information ?

	


	
	
	

	

The size of the population involved in the research.
	
	
	

	
	N
	
	Y

	
The proportion of individuals who are likely to have moved or died since the 
	
	
	

	
information was originally collected.
	N
	
	Y

	
	
	
	

	
The risk of introducing potential bias into the research, thereby affecting the 
	
	
	

	
generalisability and validity of the results.
	N
	
	Y

	
	
	
	

	
The risk of creating additional threats to privacy by having to link information 
	
	
	

	
in order to locate and contact individuals to seek their consent.
	N
	
	Y

	
	
	
	

	
The risk of inflicting psychological, social or other harm by contacting 
	
	
	

	
individuals with particular conditions in certain circumstances.
	N
	
	Y

	
	
	
	

	
The difficulty of contacting individuals directly when there is no existing or 
	
	
	

	
continual relationship between the organisation and the individuals.
	N
	
	Y

	
	
	
	

	
The difficulty of contacting individuals indirectly through public means, 
	
	
	

	
such as advertisement and notices.
	N
	
	Y

	
	
	
	

	
Other.  Give details.
	
	
	

	
	N
	
	Y


	
(d)
Explain why the collection, use or disclosure of this information

	

is in the public interest, and why the public interest in the study

	

substantially outweighs the public interest in the protection of privacy.


	5.3
(a)
Will any part of the experimental data be recorded in an 
	
	
	x

	

electronic database ? 
	N
	
	Y






If you answered YES, will this be :

	

(i)   an existing / registered database ?
	
	
	x

	
	N
	
	Y


	

(ii)  a new / unregistered database ?
	x
	
	

	
	N
	
	Y






For SSWAHS researchers:





-
If the database is unregistered, please make an appropriate entry in the






SSWAHS Database Registry (http://intranet.sswahs.nsw.gov.au/dbRegistry).





-
For both existing and new databases, print a copy of the Registry entry and






attach it to your application.





For researchers from outside SSWAHS: Please complete and attach the 





Database Form on the Research Development Office website





(http://www.cs.nsw.gov.au/rpa/Research/ethics/ethicsdocs.htm)

	
(b)
Will any part of the experimental procedures be placed on audio tape, 
	x
	
	

	

film/video, or other electronic medium ? 
	N
	
	Y




If you answered YES, what is the medium and how it will be used ?
	5.4
Is there any possibility that information of a personal nature could be 
	x
	
	

	
revealed to persons not directly connected with this study ?
	N
	
	Y



If you answered YES, provide details.

5.5
(a)
How will the results of the study be disseminated ?

Through publication in a dental research literature and presentation at a scientific congress


(b)
How will the confidentiality of data collected/disseminated,




including the identity of participants, be ensured ?

The data will be published of course totally/truly anonymous. According to the international standard, no personal data of the patients will be published!
According to the design of this study, there is no need to identify participants in a publication of the study results. Only the results of the statistics (numbers) will be published.

However, all the study data (ie the backup copy of the datasheet for each participant and any other study data sheets) will be rendered re-identifiable by the replacement of the participant’s name with a study number. A master code sheet linking names and study numbers will be stored securely and separately from the study data.


(c)
Describe in detail the location and security standards that will be applied to



the storage of, and access to, the data, audiotapes etc during the study



and the proposed method of archiving at the completion of the study.

This is a clinical study, requiring the assessment and treatment of patients in the Sydney Dental Hospital. Every single visit will be recorded by the attending periodontal specialist/dentist/student in the patient’s file, displaying name, date of birth, URN etc. All files are stored according to the regulations of the hospital. The computerized template of the computerized probe (Florida Probe) requires the name of the patient and all stored data are related to the patient. All digitized data will be stored on the secure database (password protected) mentioned before. No unauthorized persons can access these data.

The research that is doing the re-assessment and monitoring of the patients is single blinded, i.e. he doesn’t know whether a tooth has been allocated to the control- or the test group.


(d)
Specify how long the data files/audiotapes will be retained after the



study and how they will be disposed of.

The digitized data will be deleted at the end of the storage period of 15 years. 

All notification made in the clinical file/folder of the respective patient will be maintained for the time required by LHD- and SDH-policy.

The patient consent forms will be kept in the patient’s file.
SECTION 6:
PARTICIPANT INFORMATION AND CONSENT

	6.1
Will an Information for Participants statement be provided ?
	x
	
	

	
	Y
	
	N



If you answered NO, give reasons.

	6.2
Will written consent be obtained ?
	x
	
	

	
	Y
	
	N



If you answered NO, give reasons.

	6.3
In the case of participants for whom English is a second language, 
	x
	
	

	
will arrangements be made to ensure comprehension of the 
	Y
	
	N

	
Information for Participants and Participant Consent Form ?
	
	
	



If you answered NO, give reasons.


If you answered YES, what arrangements have been made ?

Interpreter Services at Sydney Dental Hospital

6.4
(a)
Do the Information for Participants and Participant Consent Form :

	

–
give the title of the project on every page ? (Use a short title as
	x
	
	

	


appropriate) 
	Y
	
	N


	

–
are the page numbers expressed as page 1 of …, 2 of …, 3 of … etc ?
	x
	
	

	
	Y
	
	N


	

–
include an assurance that participation is voluntary and that
	x
	
	

	


participants are permitted to withdraw from the project at any time 
	Y
	
	N

	


without penalty or prejudice ?
	
	
	


	

–
give the name and telephone number of an appropriate investigator ?
	x
	
	

	
	Y
	
	N


	

–
give a telephone number for the Executive Officer of the HREC, 
	x
	
	

	


should a participant wish to make a complaint about the conduct 
	Y
	
	N

	


of the research study ?
	
	
	




If you answered NO to any of the above, give reasons.

	
(b)
Are the first pages of the Information for Participants and 
	x
	
	

	

Participant Consent Form printed on appropriate institutional 
	Y
	
	N

	

letterhead ?
	
	
	


SECTION 7:
DESCRIPTION OF PROJECT

Part A:
Describe the study’s background and scientific basis, aims, hypotheses and potential significance in LAY LANGUAGE (one page, including key references)*.

Introduction

Chronic Periodontitis is an infectious inflammatory disease caused by a microflora consisting of mostly Gram-negative bacteria, which are considered to be the some of the most important periodontal pathogens. They are organised, together with less periopathogenic organisms, in a bacterial biofilm colonising the root surfaces. The subsequent infection triggers host inflammatory responses resulting in the destruction of the periodontal or tooth supporting tissues.

Removal of both calculus and biofilm by supra and subgingival debridement is essential for the reduction of periodontal pathogens to avoid further disease progression. However, despite our best attempts, complete removal of all microbial deposits colonising root surfaces is virtually not attainable. Recolonisation of the periodontal pockets can occur within 4-8 weeks if plaque control is not maintained [Magnusson et al 1984]. The crucial role of regular Supportive Periodontal Therapy (SPT) in maintaining successful results has been well documented by Baderston et al. [Baderston 1981, 1984], demonstrating that probing depths and clinical attachment levels were maintained as a result of a well-organised professional maintenance program that consisted of regular recalls between 3 to 6 months.

Conventionally these SPT sessions consisted of a review of the patients’ oral hygiene and re-instrumentation of the persisting and inflamed periodontal pockets to remove any newly formed biolfim. In recent times a novel approach has been developed for the removal of subgingival biolfim during SPT using a slurry of water, an abrasive powder and pressurized air (Air Polishing). Today, the indication for the use of air polishing devices has been expanded from supragingival, utilising sodium bicarbonate powders, to subgingival air polishing in recent years. With the development of new low abrasive and resorbable powders, such as glycine and recently erythritol and application devices with a subgingival nozzle, better access to deeper pockets and interdental areas can be achieved. [Petersilka 2003d]. Recent studies using glycine powder have indicated that the subgingival use of air polishing could be able to reduce the damage to the root surface from over-instrumentation, reduce clinical time and enhance patient comfort. This could ultimately help to reduce the use of local and/or systemic antibiotics as well as the need for periodontal surgery with all their negative side/adverse effects and costs [Petersilka et al 2003b].

Therefore, the aim of this study is to investigate whether the use of air polishing therapy with a specific low-abrasive erythritol powder is equal or more efficient than conventional reinstrumentation using ultrasonic scalers and hand currettes (SRP) in SPT patients with a mild or moderate type of chronic periodontitis who already received initial therapy (SRP) but are still showing probing pocket depths (PPD) of ≥5mm including bleeding on probing (BOP). 

Hypotheses:

In pockets of SPT patients still showing a PPD of ≥5mm and BOP after completion of initial therapy (full mouth SRP) Air-polishing therapy (Ap) with the use of erythritol is equal or superior to a conventional recapitulation of SRP using ultrasonic scalers. 

References:

Badersten A, Nilveus R, Egelberg J. Effect of non- surgical periodontal therapy. I. Moderately advanced periodontitis. J Clin Periodontol 1981;8:57-72.

Badersten A, Nilveus R, Egelberg J. Effect of non- surgical periodontal therapy. III. Single versus repeated instrumentation. J Clin Periodontol 1984;11: 114-124.

Badersten A, Nilveus R, Egelberg J. Effect of non- surgical periodontal therapy. II. Severely advanced periodontitis. J Clin Periodontol 1984;11:63-76.

Lang NP, Bragger U, Salvi GE. & Tonetti MS. (2008) Supportive periodontal therapy (SPT). In Lang, N. P. & Lindhe, J (eds). Clinical Periodontology and Implant Dentistry, 5th edition, pp. 1297–1317. Oxford: Blackwell Publishing Ltd.
Magnusson I, Lindhe J, Yoneyama T, Liljenberg B. Recolonization of a subgingival microbiota following scaling in deep pockets. J Clin Periodontol 1984;11: 193-207. 

Petersilka, GJ., Bell, M., Haberlein, I., Mehl, A., Hickel, R. & Flemmig, T. F. (2003a) In vitro evaluation of novel low abrasive air polishing powders. Journal of Clinical Periodontology 30, 9–13.
Petersilka, GJ., Steinmann, D., Haberlein, I., Heinecke, A. & Flemmig, T. F. (2003c) Subgingival plaque removal in buccal and lingual sites using a novel low abrasive air-polishing powder. Journal of Clinical Periodontology 30, 328–333.
Petersilka, GJ., Tunkel, J., Barakos, K., Heinecke, A., Haberlein, I. & Flemmig, T. F. (2003d) Subgingival plaque removal at interdental sites using a low- abrasive air polishing powder. Journal of Perio- dontology 74, 307–311.
Petersilka, GJ. (2011) Subgingival air-polishing in the treatment of periodontal biofilm infections. Periodontology 2000 55, 124–142.
*You must satisfy the HREC that the study is valid and in accordance with accepted principles governing research involving humans.  Parts A and B must be no longer than 2 pages and must be in a font size of at least 10 points.

Part B:
Describe in LAY LANGUAGE the study procedures and their implications for the participants.  Include discussion of the recruitment process, the inclusion/ exclusion criteria, the research interventions, risks and side effects.  Attach relevant documents (see checklist on Site Specific Assessment Form)*

Study Design:

The present study will take place over 12-18 months and the treatment will be carried out by one clinician whilst all clinical measurements will be recorded by another clinician without knowing which treatment was carried out on selected teeth so as to remove any sources of bias.

Material and methods:

Unit of observation:

A single periodontal pocket of a single tooth is considered as unit of observation. The study will be performed using the split-mouth design. That means, one pocket at one tooth will be compared with a similar pocket (similar pocket depth ± 1mm, similar location) of the same tooth in the contralateral jaw of the same patient (i.e. 6mm pocket at tooth 14 with 6mm pocket at tooth 24). Within one patient, the allocation of the single pockets to test group (SRP + Air polishing therapy) or control group (SRP) will be performed by randomization (coin flipping).

Patient selection:

Inclusion criteria:

· Patient with a mild or moderate chronic periodontitis and completed initial periodontal therapy (SRP)

· Approximal Plaque index (API) ≤ 40% (used to assess oral hygiene)
· Sulcus Bleeding Index (SBI) ≤ 25%   (used to assess ginigival inflammation)
· A minimum of two pockets at similar single-rooted teeth in contralateral jaw with similar Probing pocket depths (PPD) (± 1mm) ≥ 5mm and BOP

Exclusion criteria:

· Pockets with PPDs < 5mm, API > 40%, SBI > 25% (poor oral hygiene)
· Multi-rooted teeth (molars)
· Patients below an age of 18

· Patients with a risk of endocarditis

· Patients on bisphosphonates

· Use of local or systemic antibiotic within the last 6 months

· Allergy against erythritol

· Patients with a blood coagulation disorder

· Patients using anticoagulants

· Patients with liver disorders

· Patients with gastro-intestinal disorders

· Mentally disabled patients

· Pregnancy

· Lactation

· Smoker

Patient recruitment:

All patients will be recruited of the Patients of the Department of Periodontics, Sydney Dental Hospital

Definition of Test- and Control Group

Test Group: Air Polishing

Control Group: Conventional SRP using ultrasonic scalers and hand currettes
Definition command variables:

Main variables:

Clinical variables:

· Probing Pocket Depth (PPD)

· Clinical Attachment Level (CAL)

· Bleeding on Probing (BOP)

All clinical variables will be measured by a computerized probe (Florida Probe)

Microbiological variables:

Bacterial counts of Porphyromonas gingivalis (P.g.), Aggregatibacter actinomycetemcomitans (A.a.), Tanerella forsythensis (T.f.), Prevotella intermedia (P.i.) and Treponema denticola (T.d.)
All microbiological variables will be measured using Real-time PCR. They will only be measured if the clinical variables indicate a beneficial impact of the air-flow therapy. 

Time required for treatment:

The time taken for each treatment modality will be recorded

Secondary variables:

Full mouth assessment:

· Approximal Plaque Index (API)

· 0-100%

· Sulcus Bleeding Index (SBI)

· 0-100%

Only on selected teeth:

· Plaque-Index (PI)

· Grade 0-3

· Gingival Index (GI)

· Grade 0-3

· Suppuration of Pus (SUP)

· Yes – No

Total number of patients included in this pilot study

15 patients ( 15-30 tooth pairs

*Please see attached Study Design for a more detailed description of the methodology

APPENDIX A
Site-Specific Assessment (SSA) Form

· This form must be completed by the Principal Investigator responsible for the research project at this site.

· The completed form must be forwarded to the site’s Research Governance Officer (Lesley Townsend) for authorisation and the signature of the Chief Executive/or delegate.

SSA is a component of research governance and involves assessment of the suitability of the site and the Investigator(s) for the proposed research. 

1. Project details

HREC Application Reference Number: SLHD Ethics Review Committee (RPAH Zone) (EC00113)
Name/ID of HREC reviewing the research project: 
Project Title (in full): “Efficacy of subgingival Air Polishing using Erythritol Powder in Periodontitis patients during Supportive Periodontal Therapy”
2. Project summary 

Provide a brief description (half page) of the project details to enable the research governance officer to understand the nature and impact of the research project at the research site.

	Periodontitis is a chronic infection, which is mainly associated with Gram-negative bacteria. The aim of the systematic periodontal therapy is to reduce the number of periodontal pathogens to avoid a further progression of the disease, thus to avoid further attachment/bone loss. Systematic periodontal therapy involves, after completion of the initial hygiene phase, debridement of the exposed root surfaces by means of scaling and root planning (SRP). However, some periodontal pathogens have shown to be very resistant to the conventional treatment of periodontitis: SRP and/or surgical periodontal therapy. Even the additional use of systemic and/or local antibiotics has not been able to completely eliminate the pathogens or to maintain periodontal health over a longer period of time so far.

In recent times a novel approach, the so called Air Polishing (Ap) has been developed for the removal of subgingival biolfim during SPT with the use a fine powder delivered via a commercially available injection abrasive water jet. Due to the small particle sizes of the powder the damage to the root surfaces compared to sonic, piezoelectric ultrasonic and magnetoconstrictive ultrasonics, is considerably lower [Petersilka ].

The aim of this study is to investigate whether an adjunct use of a recently introduced Erythritol Powder (Ep) could further improve the clinical and/or microbiological parameters in patients with a mild or moderate type of chronic periodontitis who already received initial therapy (SRP) but are still showing probing pocket depths (PPD) of ≥ 5mm including bleeding on probing (BOP).

The explanatory power of this study: The present study could provide valuable data regarding the efficacy of Ap and Ep to conventional SRP in patients with persisting pockets ≥ 5mm, BOP and ongoing attachment loss. During the maintenance phase this could reduce the damage from over-instrumentation, reduce clinical time and enhance patient comfort. Studies have confirmed patient preference of air polishing over the conventional ultrasonic by means of comfort and less time consuming nature. This has been assessed using a visual analogue scale (VAS) in the past and will also be assessed in this study using a VAS seen below:
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This could ultimately help to reduce the use of local and/or systemic antibiotics as well as the need for periodontal surgery with all their negative side/adverse effects and costs.




3. Research Personnel (at your site only)

Provide details of researchers’ qualifications, expertise/skills and experience in areas related to the research project.

	Principal Investigator 

Title: A/Prof

First name: AXEL

Surname: SPAHR

Mailing address: Sydney Dental Hospital, 2 Chalmers Street

Suburb/Town: SURRY HILLS

State: NSW

Post code: 2010

Organisation Name: Sydney Dental Hospital, University of Sydney

Position: Head, Department of Periodontics, Sydney Dental Hospital
Head, Discipline of Periodontics, University of Sydney

Dr.med.dent.habil, MRACDS(Perio)
Business phone number: 02 9293 3274

Fax number: 02 9293 3335

Email address: axel.spahr@sswahs.nsw.gov.au
Qualifications: see attached CV
Expertise: Board registered Periodontal Specialist
Experience: See attached CV
Role in research project: Supervisor
Department: Department of Periodontics, Sydney Dental Hospital

Is evidence of current Professional Medical Registration attached?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  N/A  FORMCHECKBOX 

(Not applicable in NSW and Queensland)

Is a Curriculum Vitae attached (2 page maximum).                        Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  N/A  FORMCHECKBOX 



	Associate Investigator

Title: Dr. 

First name: Shahidi

Surname: Sal

Mailing address: Sydney Dental Hospital, 2 Chalmers Street

Suburb/Town: SURRY HILLS

State: NSW

Post code: 2010

Organisation Name: Sydney Dental Hospital, University of Sydney

Position: Periodontics Registrar
Business phone number: 02 9293 3274

Fax number: 02 9293 3335

Email address: salshahidi@me.com
Qualifications: BMedSc, BDent (hons), FRACDS

Expertise: Periodontics Registrar
Experience: See attached CV
Department: Faculty of Dentistry (USYD) and Department of Periodontics (SDH)

Role in research project: Will be recording clinical and microbiological parameters
Is evidence of current Professional Medical Registration attached?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  N/A  FORMCHECKBOX 

(Not applicable in NSW and Queensland)

Is a Curriculum Vitae attached (2 page maximum).                        Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  N/A  FORMCHECKBOX 



	Associate Investigator

Title: Dr
First name: Tihana
Surname: Reznik
Mailing address: Sydney Dental Hospital, 2 Chalmers Street

Suburb/Town: SURRY HILLS

State: NSW

Post code: 2010

Organisation Name: Sydney Dental Hospital, University of Sydney

Position: Senior lecturer and Clinical Demonstrator
Business phone number: 02 9293 3274

Fax number: 02 9293 3335

Email address: tihana.divnic-resnik@sydney.edu.au

Qualifications: B.Science (Dent), MSc (Perio), PhD
Expertise: Periodontics
Experience: See attached CV
Department: Faculty of Dentistry (USYD) and Department of Periodontics (SDH)

Role in research project: Clinician

Is evidence of current Professional Medical Registration attached?  Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  N/A  FORMCHECKBOX 

(Not applicable in NSW and Queensland)

Is a Curriculum Vitae attached (2 page maximum).                        Yes  FORMCHECKBOX 
 No  FORMCHECKBOX 
  N/A  FORMCHECKBOX 


	


	Contact person for this research project

Title: Dr 
First name: Sal
Surname: Shahidi
Mailing address: Sydney Dental Hospital, 2 Chalmers St
Suburb/Town: Surry Hills
State: NSW
Post code: 2010
Organisation Name: University of Sydney
Position: Periodontics Registrar
Department: SSD (Periodontics)
Business phone number: 02 9293 3335
Mobile number: 0402107488
Fax number:

Email address: salshahidi@me.com


4. Training
Will any of the researchers require extra training to enable their participation in this project?

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

If Yes, list the researchers, describe the training that is required and who will provide this training.

	Researcher
	Training required
	Who will provide training?

	
	
	

	
	
	


[Insert more rows as required]

5. Recruitment of Participants

    What is the proposed number of participants to be recruited at this site?

	15




6. Participant details

What categories of people will be recruited? (e.g. children and young people, people with an intellectual or mental impairment, people highly dependent on medical care, people in dependent or unequal relationships, Aboriginal & Torres Strait Islander people, persons in custody, etc)
	Inclusion criteria:

· Patient with a mild or moderate chronic periodontitis and completed initial periodontal therapy (SRP)

· Approximal Plaque Index (API) ≤ 40% (assessment of oral hygiene)
· Sulcus Bleeding Index (ABI) ≤ 25% (assessment of gingival inflammation)
· A minimum of two pockets at similar single-rooted teeth in contralateral sides of the jaw with similar probing pocket depths (PPD) (± 1mm) ≥ 5mm and BOP

Exclusion criteria:

· Pockets with PPDs < 5mm, API > 40%, SBI > 30%

· Multi-rooted teeth

· Patients below an age of 18

· Patients with a risk of endocarditis

· Patients on bisphosphonates

· Use of local or systemic antibiotics within the last 6 months

· Allergy against erythritol

· Patients with a blood coagulation disorder

· Patients using anticoagulants

· Patients with liver disorders

· Patients with gastro-intestinal disorders

· Mentally disabled patients

· Pregnancy

· Lactation

· Smoker


7. What additional time and resources above their routine duties will be required of the research team throughout the research project?

	Name: 

Department/location:

Additional time spent (hours/week): 


	A/Prof. Dr. A. Spahr

SDH, Dept. of  Periodontics

2-3 hours

	Name:

Department/location:

Additional time spent (hours/week): 


	Dr Sal Shahidi

SDH, Dept. of  Periodontics

2-3 hours

	Name:

Department/location:

Additional time spent (hours/week): 


	Dr Tihana Divnik-Resnik

SDH, Dept. of  Periodontics

2-3 hours


[Insert more rows as required]

8. Anticipated start and finish dates for the research project?


9. Departments and services involved in research.

List and specify the departments/locations involved in the research, which are part of this site.

	Department/location
	Name of responsible person

	Department of Periodontics, Sydney Dental Hospital

2 Chalmers Street, SURRY HILLS, NSW 2010
	A/Prof Axel Spahr

	Dental Faculty, University of Sydney

	Dr Tihana Divnik-Resnik


Note: A signed declaration from the Head of Department / organisation must be attached (see #14. Declarations). [Insert more rows as required]
10. Study budget.

An explanation of how the research project will be funded at the site must be provided to ensure adequate financial arrangements are planned. To assess the financial impact of the research any costs incurred by the organisation should be provided.

	Type of funding
	Source of funding
	Amount ($/year or $/participant)



	Commercially Sponsored


	
	

	Sponsored, other

(e.g. collaborative groups)


	
	

	External funding

(e.g.NHMRC, Foundations, etc)

	
	

	Internal/Departmental funding


	Department of Periodontics
	No additional expense to the already existing materials we use to treat these patients at present with these devices 


[Give details of the type and name of the funding organisation]
Other financial, material and capital support.

	Infrastructure charge


	

	Supply of drug(s)


	

	Loan of equipment


	

	Other


	


[Give details of support given]
Which organisation will receive and manage this funding and/or will be the Administering Organisation?

[Give full address for correspondence]

	Organisation Name: Dental Faculty, University of Sydney. Discipline of Periodontics
Details of contact person

Title:

First name:

Surname:

Position:

Department:

Mailing address:

Suburb/Town:

State:

Post code:

Business phone number:

Mobile number:

Fax number:

Email address:

Insert the account number(s)/cost centre details into which funds are to be deposited.

#………Not known yet………………………………………………….

#………………………………………………………….


11. Site-specific policies.

For organisations that have site specific policies.

(e.g. Wording related to the use of contraception in participant information and consent documents.)

 This must not be used by the site to require re-review of the consent documents by the local HREC
	Does the research comply with site-specific policies/requirements?     Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 
 

If no, please give an explanation.

      


12. Clinical trials information.

     If the study is a clinical trial the following sections must be completed.

	Is the research project being conducted under the Clinical Trial Notification (CTN) or Clinical Trial Exemption (CTX) schemes?

Yes  FORMCHECKBOX 
         No  FORMCHECKBOX 
  

If yes, attach the relevant TGA Form to this form. 




See Standard Operating Procedures. 
	Is the Medicines Australia Standard Indemnity Form(s), signed by the sponsor attached?

Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 
       N/A  FORMCHECKBOX 

(If no or N/A please give an explanation)




	Is evidence of adequate insurance cover attached?

Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 
       N/A  FORMCHECKBOX 

(If no or N/A please give an explanation)




	Is the Medicines Australia Standard Clinical Trial Agreement(s), signed by the sponsor attached?

Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 
       N/A  FORMCHECKBOX 

(If no or N/A please give an explanation)




13. Biosafety, chemical and radiation safety

	It may be necessary for research organisations to complete notification, registration or licence requirements for research involving biosafety, regulatory issues and/or radiation.

If so, evidence of this is required. 

If “yes” is ticked below, appropriate documentation of approval must be attached or forwarded to the site’s Research Governance Officer when available.

1. Is Institutional Biosafety Committee (IBC) notification and/or licence application to the Office of the Gene Technology Regulator (OGTR) for approval of genetically modified organisms required?                          Yes  FORMCHECKBOX 
   Attached  FORMCHECKBOX 
    No  FORMCHECKBOX 
     

2. Is committee approval of chemical safety required (drugs/pharmacy committee)?     

                                                                          Yes  FORMCHECKBOX 
   Attached  FORMCHECKBOX 
    No  FORMCHECKBOX 
     

3. Will the project require NHMRC Gene and Related Therapies Research Advisory Panel (GTRAP) assessment?                                            Yes  FORMCHECKBOX 
   No   FORMCHECKBOX 
     

4. Will the project require application for a licence to the NHMRC Licensing Committee to conduct embryo research?                                      Yes  FORMCHECKBOX 
   No   FORMCHECKBOX 
     

5. For projects where Australian Radiation Protection and Nuclear Safety Agency (ARPANSA) Code compliance is required, is additional State-specific radiation safety approval and registration required?                          Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 
      




See Standard Operating Procedures for additional details. 

14. Declarations

(a) Declaration by the Principal Investigator and Associate Investigator(s)

	HREC Application Reference number: HREC/11/RPAH/572

Project Title (in full): Erythritol Powder Air Polishing and its use in Chronic Periodontitis Patients during Maintenance Therapy

Principal Investigator: 



1. I declare the information in this form is truthful and accurate to the best of my knowledge and belief and I take full responsibility at this site.

2. I will only start this research project after obtaining authorisation from the site and approval from the responsible Human Research Ethics Committee (HREC);

3. I accept responsibility for the conduct of this research project according to the principles of the NHMRC National Statement on Ethical Conduct in Human Research.
4. I undertake to conduct this research project in accordance with the protocols and procedures as approved by the HREC and the ethical and research arrangements of the organisation(s) involved.

5. I undertake to conduct this research in accordance with relevant legislation and regulations.

6. I agree to comply with the requirements of adverse or unexpected event reporting as stipulated by the HREC and NHMRC

7. I will adhere to the conditions of approval stipulated by the HREC and will cooperate with HREC monitoring requirements.

8. I will inform the HREC and the research governance officer if the research project ceases before the expected date. I will discontinue the research if the HREC withdraws ethical approval.

9. I will adhere to the conditions of authorisation stipulated by the authorising authority at the site where I am Principal Investigator. I will discontinue the research if the authorising authority withdraws authorisation at the site where I am Principal Investigator.

10. I understand and agree that study files and documents and research records and data may be subject to inspection by the HREC, research governance officer, the sponsor or an independent body for audit and monitoring purposes.

11. I understand that information relating to this research, and about me as a researcher, will be held by the HREC, research governance officer, and on the Research Ethics Database (RED). This information will be used for reporting purposes and managed according to the principles established in the Privacy Act 1988 (Cth) and relevant laws in the States and Territories of Australia.

Signature of Principal Investigator
………………………………………………………………………..

Print name  …………………………………………………………
Date  ………………………………………



Signature of Associate Investigator   ………………………………………………………………………

Print name  ….……………………….    Date    ……………………………………..

Signature of Associate Investigator   ………………………………………………………………………

Print name  ….……………………….    Date    ……………………………………..

Signature of Associate Investigator   ………………………………………………………………………

Print name  ….…………………………….    Date    ……………………………………..

(b) Declaration by Head of Department *(or Divisional Director or other authority) where the Principal Investigator will do the research. 

	HREC Application Reference number:

Project Title (in full): Efficacy of subgingival Air Polishing using Erythritol Powder in Periodontitis patients during Supportive Periodontal Therapy (SPT)

Principal Investigator: A/Prof Axel Spahr



I certify that I have read the research project application named above. 

I certify that I have discussed this research project and the resource implications for this Department, with the Principal Investigator.

I certify that all researchers/students from my Department involved in the research project have the skills, training and experience necessary to undertake their role.

I certify that there are suitable and adequate facilities and resources for the research project to be conducted at this site.

My signature indicates that I support this research project being carried out using such resources.

Name of Head of Department (or appropriate person): …Dr Phillip Kelly………

Name of Department (or relevant section): …Specialist Support Department.…………

Signature …………………………………………………………………………………
Date  …………………

Print name  ……………………………………………………………………………..

*Where an investigator is also Head of Department, certification must be sought from the person to whom the Head of Department is responsible. Investigators must not approve their own research on behalf of their Department.

(c) Declaration by Head of Supporting Department 

This form is to be completed by the Head of any Department that is providing support or services to the research project, but which does not have any member(s) on the research team.
	HREC Application Reference number:

Project Title (in full): Efficacy of subgingival Air Polishing using Erythritol Powder in Periodontitis patients during Supportive Periodontal Therapy (SPT)

Principal Investigator: A/Prof Axel Spahr 


I have discussed this project with the Principal Investigator and have read the research project. I am (tick whichever applies)

(
able to perform the investigations/services indicated, within the present resources of the Department;

(
able to perform the investigations/services indicated, if the following financial assistance is provided:

	


(
unable to undertake the investigations/services indicated, on the following grounds:

	


Name ………………………………………………………………………………………   Date  ………………………………

Signature ………………………………………………………………………………..




Department …………………………………………………

(d) Declaration by the Authority for Data Provision

This form is to be completed by the person authorised to provide data services for research projects.

	HREC Application Reference number:

Project Title (in full): Efficacy of subgingival Air Polishing using Erythritol Powder in Periodontitis patients during Supportive Periodontal Therapy (SPT)

Principal Investigator: A/Prof Axel Spahr


I have considered this proposal and consulted the appropriate personnel and I confirm that I have seen all relevant documents that are required. The Department(s) is (tick whichever applies):

(
able to confirm that the data services indicated will be provided, within the present resources;

(
able to confirm that the data services indicated will be provided, if the following financial assistance is provided:

	


(
unable to provide data services indicated, on the following grounds:

	


I certify that I will give due regard to any ethical conditions imposed by the approving HREC when deciding whether, and in what form, I will release data to the investigator.

Name ………………………………………………………………………………………   Date  ………………………………

Position  ………………………………………………………………………………….

Signature ………………………………………………………………………………..




Department …………………………………………………

(e) Recommendation by the Research Governance Office

	HREC Application Reference number:

Project Title (in full): Efficacy of subgingival Air Polishing using Erythritol Powder in Periodontitis patients during Supportive Periodontal Therapy (SPT)

Principal Investigator: A/Prof Axel Spahr


The Site-Specific Assessment (SSA) form for the above research project has been completed (with all attachments). 

SSA authorisation is:

Recommended




(


Not recommended




(




Requires Chief Executive/delegate consideration
(
If not recommended or requires Chief Executive/delegate consideration, give reasons.

	


Research Governance Officer (or equivalent)

 Name ……………………………………………………………..

Signature …………………………………………………………………………….  Date  ……………………………….

(f) Authorisation by Chief Executive (or delegate)  

	HREC Application Reference number:

Project Title (in full): Efficacy of subgingival Air Polishing using Erythritol Powder in Periodontitis patients during Supportive Periodontal Therapy (SPT)

Principal Investigator: A/Prof Axel Spahr


This research is:
 authorised
(
not authorised
(
Specify, conditions applying to authorisation or reasons for not authorising.

	


My signature indicates that I authorise/ do not authorise this research project to commence at this site. 

Signature  …………………………………………………………………… 
Date  ………………..

Name of Chief Executive (or delegate): …………………………………………………..

Name of Organisation ………………………………………………………………………………………………..

Checklist

Please complete the checklist with Yes: No: NA (Not Applicable). Include this checklist with the SSA Form.

	HREC Application Reference number:

Project Title (in full): Efficacy of subgingival Air Polishing using Erythritol Powder in Periodontitis patients during Supportive Periodontal Therapy (SPT)

Principal Investigator: A/Prof Axel Spahr


	
	Person Completing Form

Yes:No:NA
	Office Use Only

Yes:No:NA

	Has a CV been attached for each researcher?
	NA
	

	Have you attached proof of Professional Medical Registration? (NA in NSW and Queensland)
	NA
	

	Has a contact person for this research project been nominated?
	
	

	Have you completed all financial details in #10?
	
	

	
	
	

	Has a copy of the HREC approval letter been provided?
	
	

	Has a copy of the ethics application form been provided?
	
	

	Has a copy of the protocol been provided?
	
	

	Has a copy of the Investigator’s Brochure/drug information/device information been provided?
	
	

	Are all Participant Information and Consent Form(s) attached and show the name of the Institution and contact details of the Principal Site Investigator? The version number, standard organisation name and date should be in the footer.
	
	

	Has a copy of advertising been provided?
	
	

	Has a copy of any questionnaires been provided?
	
	

	Has a copy of any other document, which will be given to research participants been provided? Eg: identification card, patient diary
	
	

	
	
	

	If a clinical trial, are CTN/CTX forms, signed by the approving HREC and Principal Site Investigator, attached? 
	
	

	Is the Medicines Australia Standard Indemnity Form, signed by the sponsor, attached?
	
	

	Is evidence of adequate insurance cover attached?
	
	

	Is the Medicines Australia Standard Clinical Trial Agreement(s), signed by the sponsor, attached?
	
	

	
	
	

	Has evidence of Biosafety approval been provided?
	
	

	Has committee approval of chemical safety been provided (pharmacy/drug)?
	
	

	Has evidence of an application for NHMRC Gene Related Therapies assessment been provided?
	
	

	Has evidence of an application for a licence to the NHMRC Licensing Committee, to conduct embryo research, been provided?                                      
	
	

	Has evidence of Radiation Safety approval been provided?
	
	

	Have you included any other site-specific policy documents required by the Institution(s) at which you intend to conduct your research?
	
	

	
	
	

	Is a “Declaration by Principal Investigator” signed and attached?
	
	

	Is a “Declaration by Head of Department” signed and attached?
	
	

	Is a “Declaration by Head of Supporting Department” signed and attached for each supporting Department (if applicable)?
	
	

	Is a “Declaration by the Authority for Data Provision” signed and attached (if applicable)? 
	
	

	Are all pages (including attachments) numbered and dated in the footer?
	
	


Start date (dd/mm/yy):  01/10/14


Finish date (dd/mm/yy):  01/02/16


Duration (months): 16 
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