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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 SLHD (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
“The effects of micro-osteoperforations on orthodontic root resorption and tooth movement - A pilot study.”

(b)
Short name by which the study will be known (if appropriate)
As above
1.2
(a)
Name of Chief Investigator

· Professor M. Ali Darendeliler


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

· Dr. Oyku Dalci

· Dr. Alexandra Papadopoulou 

· Dr. Emmanuel Chan, Orthodontic Postgraduate student

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

Sydney Dental Hospital. Level 2 - Orthodontics department. 

	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)
SLHD 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)
	X
	
	

	
	N
	
	Y


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

	
	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
	
	
	X

	
	N
	
	Y


	(c)
Human tissue research
	
	
	X

	
	N
	
	Y


	(d)
Psychiatry/clinical psychology research
	X
	
	

	
	N
	
	Y


	(e)
Behavioural research
	X
	
	

	
	N
	
	Y


	(f)
Biomechanical research
	X
	
	

	
	N
	
	Y


	(g)
Research using a questionnaire only
	X
	
	

	
	N
	
	Y


	(h)
Research using qualitative methods
	X
	
	

	
	N
	
	Y


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

	
	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
	X
	
	

	
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.)

Local anaesthetic injections into the gums of participants will be required for the necessary extractions for their orthodontic treatment, and also to perform the micro-osteoperforations procedure. The local anaesthetic will be Lignospan 2%, a standard local anaesthetic used routinely in dentistry. 

Micro-osteoperforations in this experiment involves placement of a series of small punctures ranging from 3-7mm in depth through the gingiva into the alveolar bone associated with the upper first premolar on the experimental side.  The procedure of applying micro-osteoperforations is similar to that involved in the placement of miniscrews used in routine orthodontic treatment.  While placement of micro-osteoperforations is generally safe with minimal discomfort, there are potential risks associated with its use.  These include mild bleeding, pain, localized infection and periodontal ligament and root damage.  Notably, damage to the periodontium associated with a similar procedure involving placement of a miniscrew, has been found to be completely restored 12-18 weeks after miniscrew removal [1].  Moreover, the upper first premolar will be extracted after 4 weeks in this study.  Therefore, micro-osteoperforations in this investigation should not be associated with any significant consequences.
	
(b)
If you are doing research on patients, list the procedures/techniques
	
	
	

	
which would not form part of routine clinical management.
	
	
	


· The aim of proposed research project is to test the effects of micro-osteoperforations on orthodontic root resorption and also rate of tooth movement.  Micro-osteoperforations into the dental alveolar bone will be placed using an appliance designed for this purpose by Propel Orthodontics.  This will be applied once on the premolar teeth prior to extraction and once on the canine tooth prior to moving it backward.  This treatment adjunct is relatively new and is becoming more commonly used in the orthodontics community
· Moving the maxillary first premolar buccally (towards the cheek) over a four week period prior to extraction

· Taking moulds at weeks 28, 30 and 32.
	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).


Extracted teeth will be collected from participants so they can be examined with MicroCT, to assess for orthodontic root resorption. Patients will receive standard diagnostic radiographs that a routinely taken for all patients when they start a course of orthodontic therapy.
	2.11
(a)
List any drugs/devices to be used and their approval status,
	
	
	

	
both overseas and in Australia.
	
	
	



Lignospan 2% Local Anaesthetic will be used. This drug is very safe, approved by the TGA, and is the most commonly used dental anaesthetic in the world. Lignospan is a Class A drug, which is considered the safest level of drug for pregnant women, and has been shown to not cause any harmful effects on the foetus. 


The Propel device is a TGA approved, FDA registered medical device specifically designed to create micro-osteoperforations. 

	
(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.

The participant’s malocclusion will be treated. 

	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.


We will be applying additional force on the first premolar that is slightly more than normal orthodontic treatment, but this will be of short duration (4 weeks). This force may cause pain equivalent to a very mild toothache. If the participants have any problems there are clinicians available. 


Placement of the micro-osteoperforations and extractions of the teeth will be conducted under local anaesthesia.  The psychological and physical stress associated with micro-osteoperforations would be similar to that of miniscrew placement used in routine orthodontic treatment.  The extractions would be carried out as part of the patient’s overall orthodontic treatment plan.  Psychological and physical stress experienced would be related to regular dental and orthodontic treatment.
	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.

Patients are routinely screened in the orthodontic department to assess whether they have an orthodontic issue/s that requires treatment. Patients with a specific orthodontic problem that is required for this study will be selected from the waiting list. 


These patients will be sent a letter of invitation by the Head of Department to invite them to participate in the research project. The information for Parents/Guardians will be enclosed with the letter. 



The template for the letter will:
· Explain that the patient has been seen in the orthodontic department previously and their orthodontic problem may make them eligible to participate in a research project;
· The patient will need to come in for a screening consultation, where they are given the further information and consent form prior to the examination;
· It is completely optional for the patient to participate or not;
· If they choose to come in for the screening consultation, they are asked to ring the Orthodontic Department to arrange a time that best suits them to come in.

	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.

	
(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
	
	
	

	
specialising in the area of practice concerned ?
	N
	
	Y


	

ii)
Has the treatment been declared to be special treatment 
	
	
	

	


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.

Pacific Orthodontics would be involved in the donation of the Propel devices.
	
(b)
If you answered YES to (a), will that entity undertake in writing to
	
	
	X

	
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
	
	
	X

	

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
	
	
	X

	
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 ?
	
	
	

	
	N
	
	Y


	

(ii)  a new / unregistered database ?
	
	
	X

	
	N
	
	Y






For SLHD researchers:





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






SLHD 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 SLHD: 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?

The experimental procedures will not be filmed or audio taped. But the research data (ie Excel spreadsheets) will be stored on a secure server as well as a password protected external hard drive that is kept locked in the Orthodontics department at all times. 
	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 an orthodontic journal, oral and poster presentations at orthodontic conferences. 

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




including the identity of participants, be ensured ?



All data collected/disseminated will not contain personal participant information, so that participants cannot be identified form and data that is collected or disseminated. 



Each participant will be allocated a unique study number and that master code sheet linking names and study numbers will be stored securely and separately from the 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.


The results of the research will be stored on a secure server as well as a password protected external hard drive that is kept locked in the Orthodontics department at all times.

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

               they will be disposed of.

The data will be securely retained in the orthodontics department for at least 15 years.
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 ?


Language appropriate interpreters will be arranged for any information/consent appointments. 

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)*.

Background:
Root resorption is a type of damage that occurs to tooth roots when orthodontic forces are placed on teeth. It has been well documented in the literature as a consequence to orthodontic tooth movement.  Factors associated with the development of root resorption include patient related factors and treatment factors.   Patient factors can include genetic predisposition, age, gender, tooth vitality, tooth type, facial and dentoalveolar (jaw bone) structure, presence of pretreatment root resorption, nutrition, habits, root form, previous trauma, and alveolar bone density [2]. Treatment related factors include frequency of force application 
 ADDIN EN.CITE 
[3]
, magnitude of the forces applied 
 ADDIN EN.CITE 
[4, 5]
, and type of root movement 
 ADDIN EN.CITE 
[6, 7]
.  A primary objective of orthodontic treatment is to achieve a functional and aesthetic outcome efficiently with minimum root resorption.
A major issue in orthodontics is prolonged treatment time and the main factor influencing rate of tooth movement is the biologic response to orthodontic forces.  It is generally accepted that rate of tooth movement is dictated by osteoclastic (bone removing cell) activity [8].  Chemokines play a significant role in the recruitment of osteoclast precursor cells and early studies have shown that micro-osteoperforations on alveolar bone can stimulate the expressions of these inflammatory markers leading to increase in osteoclastic activity and rate of tooth movement 
 ADDIN EN.CITE 
[9, 10]
.  Micro-osteoperforations involves the placement of a series of small punctures through the gingiva and alveolar bone associated with the roots of teeth to stimulate a localized inflammatory process. The process of micro-osteoperforations is similar to the placement of miniscrews, which is used routinely in orthodontics.  Potential risks involved with micro-osteoperforations may include periodontal ligament and root damage.  However, damage to the periodontium associated with miniscrew placement has been found to be completely restored 12-18 weeks after miniscrew removal [1].   
 ADDIN EN.CITE 
Alikhani, Raptis [9]
 found that micro-osteoperforations significantly increases rate the of tooth movement by 2.3 fold, in addition to increasing the level of inflammatory markers.  However, their investigation was limited to 28 days of tooth movement.  Further research is required to gain insight into the effects of micro-osteoperforation on tooth movement as well as on root resorption.
Aims and Objectives:

The aim of the proposed investigation is twofold.  The first part consists of applying buccally directed (towards the cheek) orthodontic forces to the upper 1st premolars to compare the amount of root resorption that occurs with normal orthodontic tooth movement, with that which occurs with orthodontic tooth movement in areas treated with micro-osteoperforations.  The micro-osteoperforations will be applied using a disposable micro-osteoperforation appliance designed for this purpose by Propel Orthodontics.  The Propel device is a TGA approved, FDA registered medical device specifically designed to create micro-osteoperforations.

The second part consists of quantitatively measuring the rate of bodily canine retraction with normal orthodontic tooth movement, and orthodontic tooth movement associated with micro-osteoperforations.  The hypothesis of this research project is that micro-osteoperforations will minimise orthodontic root resorption while allowing accelerated rates of orthodontic tooth movement. 

Relevance of Study

Root resorption is a significant consequence of orthodontic treatment.  As micro-osteoperforations is a relatively new adjunctive treatment to orthodontics, further research is needed to assess its effect on root resorption and to confirm its association with accelerated orthodontic tooth movement. 
1.
Kravitz, N. and B. Kusnoto, Risks and complications of orthodontic miniscrews. Am J Orthod Dentofacial Orthop, 2007. 131: p. S43-S51.

2.
Vlaskalic, V., R. Body, and S. Baumrind, Etiology and sequelae of root resorption. Semin Orthod 1998. 4: p. 124-131.

3.
Ballard, D.J., et al., Physical properties of root cementum: part 11. Continuous vs intermittent controlled orthodontic forces on root resorption. A microcomputed-tomography study. Am J Orthod Dentofacial Orthop, 2009. 136(1): p. 8 e1-8; discussion 8-9.

4.
Chan, E. and M.A. Darendeliler, Physical properties of root cementum: Part 5. Volumetric analysis of root resorption craters after application of light and heavy orthodontic forces. Am J Orthod Dentofacial Orthop, 2005. 127(2): p. 186-95.

5.
Harris, D.A., A.S. Jones, and M.A. Darendeliler, Physical properties of root cementum: part 8. Volumetric analysis of root resorption craters after application of controlled intrusive light and heavy orthodontic forces: a microcomputed tomography scan study. Am J Orthod Dentofacial Orthop, 2006. 130(5): p. 639-47.

6.
King, A.D., et al., Physical properties of root cementum: part 21. Extent of root resorption after the application of 2.5 degrees and 15 degrees tips for 4 weeks: a microcomputed tomography study. Am J Orthod Dentofacial Orthop, 2011. 140(6): p. e299-305.

7.
Bartley, N., et al., Physical properties of root cementum: Part 17. Root resorption after the application of 2.5 degrees and 15 degrees of buccal root torque for 4 weeks: a microcomputed tomography study. Am J Orthod Dentofacial Orthop, 2011. 139(4): p. e353-60.

8.
Krishnan, V. and Z. Davidovitch, On a path to unfolding the biological mechainsms of orthodontic tooth movement. J Dent Rst, 2009. 88: p. 597-608.

9.
Alikhani, M., et al., Effect of micro-osteoperforations on the rate of tooth movement. Am J Orthod Dentofacial Orthop, 2013. 144(5): p. 639-48.

10.
Teixeira, C., et al., Cytokine expression and accelerated tooth movement. Journal of dental research, 2010. 89(10): p. 1135-1141.



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)*
The proposed investigation will be a Prospective Cohort study involving 12-14 subjects.  The first part of the project will involve two visits in which the first will involve placing orthodontic braces only on the upper posterior teeth.  Using a split-mouth design, one side will be randomly made control, while the other will be the experimental side in which micro-osteoperforations will be placed.  Using a specially designed micro-osteoperforation appliance (Propel Device by Pacific Orthodontics), three perforations in a vertical alignment will be placed on both the mesial and distal aspects of the upper first premolar through the gingiva and into the alveolar bone.  The perforations will be approximately 3-7mm deep.  Orthodontic force in the buccal (towards the cheeks) direction will be applied to the first premolars bilaterally for 4 weeks, after which the patient will return for their second visit and the teeth will be extracted as part of their ongoing orthodontic treatment.  These extracted teeth will then be scanned with a MicroCT scanner and the extent of resorption measured. Patients will also be asked to record an assessment of the level of discomfort on the experimental and control side using a Visual Analogue Scale in a take home questionnaire.  The subjects will complete the questionnaire the following time points: 24 hours, 2 days, 3 days and 7 days.
The second part of the study involves placing full braces on the subjects with 24 weeks of aligning and levelling teeth.  After this period of alignment, the rate of space closure will be measured.  Another three perforations in a vertical alignment will be placed distal to the upper canine on the experimental side and the rate of canine retraction will be compared to the control side.  Patients will be assessed and tooth movement measured off study models every 2-4 weeks, over an 8-week period. 
Recruitment process

· Patients will be recruited from the orthodontic waiting list at Sydney Dental Hospital

· The Orthodontic Department routinely screens patients to assess whether they have an orthodontic problem that requires treatment.  The patient is placed on the appropriate waiting list if the quality for treatment
· Patients with a specific orthodontic problem (maxillary protrusion or bimaxillary protrusive and severe crowding) are selected from the waiting list.

· These patients are sent a letter from the Head of Department inviting their participation in the study.  These patients are asked to attend for an examination to screen for eligibility for the study, if they meet the criteria, they are then invited to participate in the research project. 

· We will aim to recruit 12-14 patients. No power study is needed as this is a pilot study.

· The participants should ideally be aged from 12 years to 18 years of age, with an even recruitment of males and females. 

· When interested patients attend for screening, they are asked to complete the Participant Consent Form before any screening procedures are undertaken. 

· If the patients are ineligible for the study, they will commence their routine clinical care immediately and will not be returned to the waiting list. 
Patient Selection Criteria:

· Need for bilateral maxillary first premolar extractions (necessitating moderate anchorage requirements) and fixed appliance treatment;

· Permanent Dentition;
· Apexification (root formation) completed;
· Similar degree of minimal crowding on each side of the maxillary arch;

· No previous orthodontic or orthopaedic treatment;

· No craniofacial anomaly present;

· No previous reported or observed dental treatment of the maxillary canines;

· No history of trauma, bruxism or parafunction;

· No past and present signs and symptoms of periodontal disease;

· No significant medical history or medication that would adversely affect the development or structure of the teeth and jaws and any subsequent tooth movement.

Research intervention

· This project will involve placing orthodontic braces on the upper posterior teeth.  
· Split-mouth design: one side will be made a control (via randomising), while the other side will be the micro-osteoperforations side.  Three perforations in a vertical alignment will be placed on both the mesial and distal aspects of the upper first premolar on the micro-osteoperforations side.
· Orthodontic force will be applied to both the 1st premolars teeth for 4 weeks. 
· The premolar teeth will then be extracted, as part of the patient's ongoing orthodontic treatment. 
· The extracted teeth will be scanned with a MicroCT scanner and the extent of resorption will be measured.
· Moulds will be made to compare the rate of tooth movement of the canine teeth.

Impact on the participants

Participants will receive their full course of orthodontic treatment to address their malocclusion.  No harm to the patients is anticipated, apart from the usual risks associated with a standard extraction and orthodontic procedures.  The placement of micro-osteoperforations may pose a risk of mild bleeing, pain and localized infection.  Although the placement of micro-osteoperforations may cause root and periodontal damage, studies have shown that trauma to the periodontium with miniscrew placement is completely restored after 12-18 weeks [1].  Furthermore, as the upper first premolars will be extracted as part of the patient’s overall orthodontic treatment plan, the placement of micro-osteoperforations is not associated with any long-term significant consequence in this study.
Extractions and micro-osteoperforations will be performed under local anaesthesia.  The psychological and physical stress associated with micro-osteoperforations would be similar to that of miniscrew placement seen in routine orthodontic treatment.
There is the potential for needle stick injuries to the researchers when performing local anaesthetic, extractions and the placement of micro-osteoperforations.  However, these risks are no different to the risks encountered in everyday orthodontic practice. Universal infection control and sharps handling procedures will minimise these risks.
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:

Name/ID of HREC reviewing the research project: SLHD Ethics Review Committee (RPAH Zone) (EC00113).
Project Title (in full): The Effects of Micro-osteoperforations on Orthodontic Root Resorption and Tooth Movement
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.

	The Effects of Micro-Osteoperforations on Orthodontic Root Resorption and Tooth Movement- A Pilot Study

A primary objective of orthodontic treatment is to achieve a functional and aesthetic outcome efficiently and with minimum root resorption.  Preliminary research has shown promising results with micro-osteoperforations and accelerated orthodontic tooth movement.  Being a relatively recent adjunct to orthodontic treatment, further research is required to gain insight into the effects of micro-osteoperforation on tooth movement as well as on root resorption.
The aim of the proposed investigation is twofold.  The first part consists of applying buccally directed orthodontic forces to the upper 1st premolars to compare the amount of root resorption that occurs with normal orthodontic tooth movement, with that which occurs with orthodontic tooth movement in areas treated with micro-osteoperforations.  The micro-osteoperforations will be applied using a disposable appliance designed for this purpose by Propel Orthodontics.  The Propel device is a TGA approved, FDA registered medical device specifically designed to create micro-osteoperforations.  The second part consists of quantitatively measuring the rate of bodily canine retraction with normal orthodontic tooth movement, and orthodontic tooth movement associated with micro-osteoperforations.  The hypothesis of this research project is that micro-osteoperforations will minimise orthodontic root resorption while allowing accelerated rates of orthodontic tooth movement. 

The proposed investigation will be a Prospective Cohort study involving 12-14 subjects.  The first part of the project involves placing orthodontic braces only on the upper posterior teeth.  Using a split-mouth design, one side will be randomly made control, while the other will be the experimental side in which micro-osteoperforations will be placed.  Three perforations in a vertical alignment will be placed on both the mesial and distal aspects of the upper first premolar.  Orthodontic force will be applied to the first premolars bilaterally for 4 weeks, after which the teeth will be extracted as part of the patient’s ongoing orthodontic treatment.  These extracted teeth will then be scanned with a MicroCT scanner and the extent of resorption measured.  Patients will also be asked to record their level of discomfort on the experimental and control side following the placement of braces and micro-osteoperforations.  
The second part of the study involves placing full braces on the subjects with 24 weeks of aligning and levelling teeth.  After this period, another three perforations in a vertical alignment will be placed distal to the upper canine on the experimental side and the rate of canine retraction will be compared to the control side.  Patients will be assessed and tooth movement measured off study models every 2-4 weeks, over an 8-week period.  

Conclusion:

Root resorption is a significant consequence of orthodontic treatment.  As micro-osteoperforations is a new adjunctive treatment to orthodontics, further research is needed to assess its effect on root resorption and to confirm its association with accelerated orthodontic tooth movement.   




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: Professor
First name: M. Ali
Surname: Darendeliler
Mailing address: Orthodontics Department. Level 2, 2 Chalmers St
Suburb/Town: Surry Hills
State: NSW
Post code: 2010
Organisation Name: Orthodontics Department
Position: Head of Orthodontics
Business phone number: (02) 9351 8314
Fax number: (02) 9351 8336
Email address: ali.darendeliler@sydney.edu.au
Qualifications: See attached CV
Expertise: See attached CV
Experience: See attached CV
Role in research project: Liase with HREC, recruitment of participants, implementation of study procedures, data analysis
Department: Orthodontics
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: Oyku
Surname: Dalci
Mailing address: Orthodontics Department. Level 2, 2 Chalmers St

Suburb/Town: Surry Hills

State: NSW

Post code: 2010

Organisation Name: Orthodontics Department

Position: Senior Lecturer
Business phone number: (02) 9351 8314
Fax number: (02) 9351 8336

Email address: oyku.dalci@sydney.edu.au

Qualifications: See attached CV

Expertise: See attached CV

Experience: See attached CV

Department: Orthodontics

Role in research project: Implementation of study procedures, data analysis, report writing.

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: Alexandra
Surname: Papadopoulou
Mailing address: Orthodontics Department. Level 2, 2 Chalmers St

Suburb/Town: Surry Hills

State: NSW

Post code: 2010

Organisation Name: Orthodontics Department

Position: Senior Lecturer
Business phone number: (02) 9351 8314
Fax number: (02) 9351 8336

Email address: Alexandra.papadopoulou@sydney.edu.au
Qualifications: See attached CV
Expertise: See attached CV
Experience: See attached CV
Department: BMRI
Role in research project Implementation of study procedures, data analysis, report writing.

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: Emmanuel 
Surname: Chan
Mailing address: Orthodontics Department. Level 2, 2 Chalmers St

Suburb/Town: Surry Hills

State: NSW

Post code: 2010

Organisation Name: Orthodontics Department

Position: Postgraduate Orthodontics Student

Business phone number: 0432 213 083

Fax number: (02) 9351 8336

Email address: Emmanuel.y.chan@gmail.com
Qualifications: See attached CV

Expertise: See attached CV

Experience: See attached CV

Department: Orthodontics

Role in research project: Liaise with HREC, implementation of study procedures, main clinician during data collection, lab analysis of teeth, data analysis, report writing.

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: Emmanuel
Surname: Chan
Mailing address: Orthodontics Department. Level 2, 2 Chalmers St
Suburb/Town: Surry Hills
State: NSW
Post code: 2010
Organisation Name: Orthodontics Department
Position: Postgraduate Orthodontics Student
Department: Orthodontics
Business phone number: 0422 831 989
Mobile number: 0422 831 989
Fax number: (02) 9351 8336
Email address: Emmanuel.y.chan@gmail.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?

	12-14 participants



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)
	Teenage patients in the age group of 12-18 years of age


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

	Name: Emmanuel Chan
Department/location: Orthodontics
Additional time spent (hours/week): 5-10 hrs

	

	Name: Ali Darendeliler
Department/location: Orthodontics
Additional time spent (hours/week): 5-10 hrs

	

	Name: Dr Alexandra Papdopoulou
Department/location: Orthodontics
Additional time spent (hours/week): 2 hrs


	

	Name: Dr Oyku Dalci

Department/location: Orthodontics
Additional time spent (hours/week): 2 hrs


	


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

	Orthodontics
	Emmanuel Chan


(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)

	Australian Society of Orthodontics Foundation for Research and Education
	$1000/yr

	Internal/Departmental funding


	Orthodontics Budget
	$3000-$5000


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


	

	Supply of drug(s)


	Pacific Orthodontics- to donate 12-15 disposable Propel devices

	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: Orthodontics Department
Details of contact person

Title: Professor
First name: M. Ali
Surname: Darendeliler
Position: Head of Orthodontics
Department: Orthodontics
Mailing address: Orthodontics Department. Level 2, 2 Chalmers St
Suburb/Town: Surry Hills
State: NSW
Post code: 2010
Business phone number: (02) 9351 8314
Mobile number: N/A
Fax number: (02) 9351 8336
Email address: ali.darendeliler@sydney.edu.au
Insert the account number(s)/cost centre details into which funds are to be deposited.

# Account E1408
# Project code D2027


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: 
Project Title (in full): The effects of micro-osteoperforations on orthodontic root resorption and tooth movement
Principal Investigator: Professor M. Ali Darendeliler



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  Professor M. Ali Darendeliler            Date



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

Print name  Dr. Emmanuel Chan


Date   

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

Print name  Dr Oyku Dalci



 Date    

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

Print name  Dr Alexandra Papadopoulou

 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): The effects of micro-osteoperforations on orthodontic root resorption and tooth movement - A pilot study
Principal Investigator: Professor M. Ali Darendeliler



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): 
Name of Department (or relevant section): 

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): The effects of micro-osteoperforations on orthodontic root resorption and tooth movement - A pilot study
Principal Investigator:  Professor M. Ali Darendeliler


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): The effects of micro-osteoperforations on orthodontic root resorption and tooth movement - A pilot study
Principal Investigator: Professor M. Ali Darendeliler



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): The effects micro-osteoperforations on orthodontic root resorption and tooth movement - A pilot study 
Principal Investigator: Professor M. Ali Darendeliler



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): The effects micro-osteoperforations on orthodontic root resorption and tooth movement - A pilot study
Principal Investigator: Professor M. Ali Darendeliler



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): The effects micro-osteoperforations on orthodontic root resorption and tooth movement - A pilot study 
Principal Investigator: M. Ali Darendeliler



	
	Person Completing Form

Yes:No:NA
	Office Use Only

Yes:No:NA

	Has a CV been attached for each researcher?
	Yes
	

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

	Has a contact person for this research project been nominated?
	Yes
	

	Have you completed all financial details in #10?
	Yes
	

	
	
	

	Has a copy of the HREC approval letter been provided?
	Yes
	

	Has a copy of the ethics application form been provided?
	Yes
	

	Has a copy of the protocol been provided?
	Yes
	

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

	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.
	Yes
	

	Has a copy of advertising been provided?
	N/A
	

	Has a copy of any questionnaires been provided?
	N/A
	

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

	
	
	

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

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

	Is evidence of adequate insurance cover attached?
	Yes
	

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

	
	
	

	Has evidence of Biosafety approval been provided?
	      N/A
	

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

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

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

	Has evidence of Radiation Safety approval been provided?
	N/A
	

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

	
	
	

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

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

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

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