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Avula Samatha <dra.samatha@gmail.com> 

 
 

MOU - Velmeni & Sibar - Institute of Dental Sciences, Guntur 
4 messages 

Mini Suri <mini@velmeni.com> Tue, Dec 14, 2021 at 10:13 PM 

To: Avula Samatha <dra.samatha@gmail.com> 
Cc: Alan Friedel <aefriedel@gmail.com>, Rajeev Handa <rajeev@triviumcs.com> 

Dear Dr. Samatha 

Please accept this as our agreement to continue the working arrangement between Velmeni Inc and the University. 
 

The monetary compensation paid to the school will be equal to the amount paid during the year 2021 in the sum of 

INR 5.5 Lakhs and will continue for a term of five years. Velmeni will introduce you to potential partners in the 

academic community so that you may jointly participate in research projects. This will especially include those where 

diverse populations are a requirement for good research to be accomplished. 

The university will conduct research using Velmeni models in 2D and 3D formats using data taken from the college. 

The publication will be authored by school researchers and Velmeni team members. Processing fees for publication 

will be shared by Velmeni, 

You will continue to provide any such 2D and 3D radiographic images required by the Velmeni Research team, used 
strictly for research, calibration, and testing. 

As of this date, our relationship has been mutually beneficial. We look forward to continued progress for the aid of 

dentistry in the years to come. 

Sincerely, 
 

Mini Suri Alan E. Friedel, DDS 

 
 
 

 
Alan E Friedel, DDS 

Bus: 305-933-6991 

 
-- 

Mini Suri 

Chief Executive Officer at Velmeni.ai 

Pioneering AI-driven Patient Care 
 

P 201-289-3500  E mini@velmeni.com 
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This Investigator Initiated Study Agreement (the “Agreement”) is made effective as of the last date of 
the signatures below (the “Effective Date”), by and between 

DENTSPLY IH AB, a company incorporated in Sweden under registration No. 556051-8812, with office 
located at Aminogatan 1 (P.O. Box 14), SE 431 21 Mölndal, Sweden (“DS”);  

Department of Conservative Dentistry and Endodontics, Sibar Institute of Dental Sciences, 
Takkellapadu, Guntur 522509, Andhra Pradesh, India (the “Sponsor”) and;  

Dr. Nagesh Bolla, Department of Conservative Dentistry and Endodontics, Sibar Institute of Dental 
Sciences, Takkellapadu, Guntur 522509, Andhra Pradesh, India. Email: drnageshendo@sids.ac.in (the 
“Principal Investigator” or the (“PI”) 

Co-investigators: 

Dr. Roopadevi Garlapati, Department of Conservative Dentistry and Endodontics, Sibar Institute of 
Dental Sciences 

Dr.Yedla.Sahitya, Department of Conservative Dentistry and Endodontics, Sibar Institute of Dental 
Sciences  

Lahari Bolla, Department of Conservative Dentistry and Endodontics, Sibar Institute of Dental Sciences 

Recitals 
(A) WHEREAS, the Sponsor and the PI wishes to conduct a research study concerning

“Evaluation of the effectiveness of SLP Endo Activator Sonic Activation using ATP
Bioluminescence meter : An In- vitro study”, E-2022-01 and has made a study proposal
as specified in Appendix 1 to this Agreement (the “Study Protocol”) and where; (i) DS
has no sponsor responsibilities for the study and (ii) DS’ contribution to the study is
limited to 50 % of the total study cost whether the contribution consists of money, Study
Products (as defined in Section 1.1 below) or others, altogether referred to as (the
“Investigator Initiated Study or Study”)

(B) WHEREAS, the Sponsor, the PI and DS share a mutual interest and benefit of the
outcome of the Study and the Sponsor and PI have no medical, scientific or ethical
concerns regarding its conduct.

Agreement 
NOW, THEREFORE, in consideration of the mutual covenants contained in this Agreement, and other 
good and valuable consideration, the receipt and sufficiency of which is hereby acknowledged, the 
Parties, intending to be legally bound, agree as follows: 

1 DS Support 
1.1 DS obligations under the Study will be explicitly limited to provide:

a. DS products/components in sufficient amount in order to complete the Study, see
Appendix 2 (the “Study Product”).

b. Funding which does not exceed UDS 2 000 payable in one instalment in accordance
with Appendix 3.

1.2 The Parties acknowledge that the amounts to be paid by DS under this Agreement are 
reasonable compensation, and represents DS’s full and complete obligation for any and all work 
performed by Sponsor, PI and Study Site Staff (as defined below). All payments made by DS 
under this Agreement are inclusive of value added taxes, sales taxes or similar taxes and fees. 

1.3 The Parties confirm that the rights and obligations arising out of this Agreement do not relate to 
or influence in any way whatsoever potential future business relationship between the Parties 
including but not limited to the formation of pricing concerning the procurement of medical 
devices. This Agreement has not been set up to influence decisions of Sponsor relating to its 

Krishna prasad L
New Stamp



Investigator Initiated Study Agreement 

0800-GFORM-000051 [1] to 
0800-GSOP-000022 

Template: 0800-GFORM-000054 [2]  
to 0800-GSOP-000001 Page 2 of 20 

Study code E-2022-01 sign 
Date 2022-04-07 

procurement planning of medical products. The Parties hereby exclude any expectation of 
preferred treatment as a consequence of this Agreement. Sponsor is free to introduce any other 
products than DS’s products at any time and to stop using DS’s products at any time without 
giving reason to DS.  

2 Representations and warranties 
2.1 To safeguard the ethical conduct of the Study and the appropriate use of the Study Products it 

is hereby agreed that the Sponsor and the PI will be responsible for, and do hereby represent, 
warrant and covenant to DS that:  

2.1.1 PI shall conduct the Study on a day-to-day basis, including delegation of specified Study 
responsibilities, training Study staff and supervising their work. 

2.1.2 The Study is carried out in accordance with this Agreement, the Study Protocol, the ISO 14155 
standard, all applicable laws and requirements, any condition required by a regulatory authority 
and/or an independent ethics committee/institutional review board (the “IEC/IRB”).  

2.1.3 Sponsor shall report all product claims that may occur to DS’s local representatives. 

2.1.4 The forms to be provided to potential persons in the Study to secure their informed consent to 
participate in the Study (the “Informed Consent Forms”), as approved by the IEC/IRB, must 
disclose that the Study is supported by DS and that Study documentation may be provided to 
representatives and affiliates of DS anywhere in the world and may be provided to any regulatory 
authority. DS shall be entitled to review the Informed Consent Forms to ensure that the Sponsor 
is clearly identified and that DS’s support is correctly described. 

2.1.5 There will be adequate time and resources to conduct the Study within the agreed time- 
schedule and to complete the Study before October 2022. In the event it has been determined 
by the Parties that the date for Study completion shall be postponed, the Parties agree that an 
amendment will be prepared in writing extending the completion date of the Study and agreed 
by authorized representatives of each Party.  

2.1.6 DS gets informed of any changes (e.g. in equipment, or Study procedures) that may affect the 
use of the Study Products or completion of the Study. 

2.1.7 The Study Products will be used only for this Study and only in accordance with the Study 
Protocol, Appendix 1 of this Agreement and in accordance with DS’s instructions for use or other 
guidance. The Study Product shall remain the exclusive property of DS until used during the 
course of the Study. All unused Study Products shall, at Sponsor’s expense, be returned to DS 
promptly upon the completion of the Study, unless otherwise notified by DS. 

2.1.8 The medical (hospital/practice) records for each patient contain information according to local 
regulatory requirements.  

2.1.11 Sponsor, PI and all those investigators, employees, agents, students and others who are 
engaged by Sponsor and/or PI in the conduct of the Study (the “Study Site Staff”) will be 
properly registered with appropriate registration bodies and are sufficiently qualified by training 
and experience for conduct of the Study.  

2.1.12 Neither Sponsor nor PI is subject to any conflicting obligations or legal impediments that might 
interfere with the performance of the Study or that might impair the acceptance of the resulting 
data by any regulatory authority or the grant of rights to DS hereunder, and no such obligations 
or impediments will be incurred or permitted during the course of this Agreement. 

2.1.13 Sponsor and PI shall provide DS with the following information and materials: 

o A copy of the Study Protocol

o A status report every six (6) months during the duration of the Study, which shall

summarize the work performed and the results achieved in connection with the Study
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o At DS’ request, preliminary high level study reports for DS to use for regulatory

submissions and/or marketing purposes (the “Preliminary Study Data”)

o A final report of Study results within 30 days after completion of the Study

o A copy of the Health Authority approval, if applicable

3 Publication, review and disclosure of Study Data 
3.1 Publication. Sponsor and PI shall be entitled to use or present all records, accounts, notes, 

reports and data, collected, generated or used in connection with the Study (the “Study Data”) 
at conferences and submit the Study Data for publication in medical/dental journals of his/her/its 
choosing, provided this is (i) consistent with academic standards, (ii) is not false or misleading, 
and (iii) is not for commercial purposes.  

An acknowledgment in all material aspects as set out below, is required when submitting the 
Study research results to society meetings and for publication in medical journals: ‘This research 
was conducted with support from Dentsply Sirona.’ This wording shall appear on all posters, as 
a sentence within all abstracts and as an acknowledgement in all manuscripts and 
presentations, as well as in any financial disclosure information.  

Sponsor and PI further agree that, if PI publishes the results of the Study, DS is hereby granted 
a royalty-free license to make and distribute copies of such publication under any copyright 
privileges that Sponsor and/or PI may have. PI/Sponsor shall also be free to use such Study 
Data for his/her/its own internal teaching, research and patient care programs. 

3.2 Review. Sponsor and PI agrees that prior to any presentation or publication of Study Data, DS 
shall have a period of thirty (30) days from receipt of the proposed publication or presentation 
to review its contents, and Sponsor and PI agrees, if requested, to delete any Confidential 
Information, at DS’s sole discretion. When submitted and approved for publication, Sponsor and 
PI should communicate this to DS.  

If requested in writing by DS, Sponsor and PI shall delay the submission of such publication or 
presentation for an additional period, not to exceed a further sixty (60) days, to file a patent 
application or take such other measures as DS reasonably deems appropriate to establish and 
preserve the parties’ proprietary rights in any intellectual property disclosed in the material being 
submitted for publication or presentation.  

3.3 Disclosure. DS will not disclose the Study Data to any third party as long as such Study Data 
remains unpublished or publicly undisclosed by Sponsor and/or PI, except that DS may disclose 
such Study data to its affiliates on a need-to-know basis in order to evaluate such information. 

It’s noted that DS may disclose the Preliminary Study Data before the Study Data has been 
made public, provided prior written approval from the Sponsor and the PI has been obtained in 
each case and such disclosure would not be in conflict with future publications of the Study Data 
as set forth in Section 3.1. 

4 Confidentiality 
4.1 For purposes of this Agreement, confidential information means any information of DS, whether 

of a technical, business or other nature, including, but not limited to, information that relates to 
DS’s trade secrets, products, promotional material, developments, proprietary rights or business 
affairs, together with any DS IP (“Confidential Information”).  

At all times during the Term of this Agreement (as defined below) and for a period of five (5) 
years following termination or expiration of this Agreement, neither Sponsor nor PI shall, without 
DS’s prior written consent, publish, disseminate or otherwise disclose to any third party (except 
as may be permitted by this Agreement) any Confidential Information, and shall use such 
Confidential Information solely for purposes of performing its obligations under this Agreement. 
Sponsor and PI shall restrict the dissemination of Confidential Information to only those persons 
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who have a need to know, and shall ensure that all persons involved in carrying out this 
Agreement are aware of this Agreement and bound by non-disclosure agreements at least as 
protective of Confidential Information as those set forth in this Agreement. Sponsor shall use at 
least the same care and discretion in maintaining the confidentiality of the Confidential 
Information as it uses with its most sensitive confidential information. 

4.2 The obligations of confidentiality in Section  1 shall not extend to any Confidential Information 
that: (a) Sponsor can prove was lawfully obtained from a third party without any obligation of 
confidentiality, (b) Sponsor can prove was known to it prior to the date of this Agreement and 
was not subject to any confidentiality restrictions, or (c) is or becomes part of the public domain 
through no act or violation of any obligation of Sponsor or PI.  

4.3 Neither Party shall make any public announcement relating to this Agreement or the 
transactions covered by it or mention or otherwise use the name, insignia, symbol, trademark, 
trade name or logotype of the other Party or its affiliates in any publication, press release, 
promotional material or other form of publicity without the prior written approval of that Party in 
each instance.   

5 Personal Data 
Each Party shall be responsible for its own processing of information and data that is directly or 
indirectly referable to a natural person who is alive (“Personal Data”) and shall ensure that any 
Personal Data relating to Sponsor, PI and/or Study Site Staff, is collected, stored, used, 
disclosed and transferred in accordance with all applicable supranational and national privacy 
laws.  

6 Liability of the Parties 
6.1 DS is liable for any defects in the Study Product in accordance with general warranty terms and 

product liability legislations, save to the extent the Sponsor has an obligation towards DS 
pursuant to section 6.2 below. 

6.2 Sponsor agrees to be liable and hold harmless DS and its officers, directors, partners, 
employees and agents from and against any and all liability, claims, losses, damages and 
expenses (including attorneys’ fees) that arise as a result of any breach by PI or Sponsor of any 
representation, warranty, covenant, condition or obligation set forth in this Agreement. DS shall 
have the exclusive right to retain counsel of its choosing to represent itself and shall retain 
exclusive control of the litigation; provided, however, that DS will not compromise or settle any 
such litigation without the prior consent of Sponsor, which shall not be unreasonably withheld 
or delayed. 

6.3 Each Party hereto agrees to be responsible and assume liability for its own wrongful or negligent 
acts or omissions, or those of its officers, agents or employees to the full extent required by law. 

7 Term and Termination 
7.1 This Agreement shall commence upon the Effective Date and shall continue until the completion 

of the Study (the “Term”), unless this Agreement is earlier terminated in accordance with this 
Article 7. 

7.2 Either Party have the right to terminate this Agreement upon thirty (30) days’ notice to the 
respective Party. In the event of termination, DS shall reimburse the PI/Sponsor for all work 
completed to the date of termination, provided that Sponsor and PI shall return and repay to DS 
any unused funds and materials. The reimbursement from DS shall however not exceed the 
funding and Study Products specified in Appendix 2 and Appendix 3 of this Agreement. 

7.3 Upon termination or expiration of this Agreement or upon DS’s earlier request, Sponsor and PI 
shall promptly return to DS all Confidential Information.  

8 Miscellaneous 
8.1 Assignment. This Agreement may not be assigned by either Party in whole or in part without 
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the prior written consent of the other Party, except that DS without such consent may assign 
this Agreement and its rights and obligations hereunder to any of its affiliates or any successor 
in interest (whether by merger, acquisition, asset purchase or otherwise) to all or substantially 
all of the business to which this Agreement relates. DS shall always have the right to perform 
any or all of its obligations and exercise any or all of its rights under this Agreement through any 
of its affiliates. 

8.2 Governing Law. This Agreement shall be governed by the laws of Sweden. 

8.3 Entire Agreement. This Agreement constitutes the entire agreement between the Parties with 
respect to the subject matter of the Agreement. This Agreement supersedes all prior 
agreements, whether written or oral, with respect to the subject matter of the Agreement. All 
Appendix referred to in this Agreement are intended to be and are hereby specifically 
incorporated into and made a part of this Agreement. In the event of any inconsistency between 
any such Appendix and this Agreement, the terms of this Agreement shall govern. 

8.4 Amendment. Any amendment or modification of this Agreement must be in writing and signed 
by authorised representatives of both Parties. 
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Execution 
This Agreement has been duly executed in two (2) original copies, one to each Party. 

DENTSPLY IH AB 
Date (YYYY-MM-DD): 

SPONSOR (on behalf of Institution) 

Date (YYYY-MM-DD): 

Signature: Signature: 

Name:  AnnaKarin Lundgren Name: Dr. L. Krishna Prasad 

Title: Director Center of Clinical 
Research 
Clinical Research and Scientific 
Support 

Title: Dean 

AGREED AND CONSENTED TO BY: 

Date (YYYY-MM-DD): 

Signature: 

Name: Dr. Nagesh Bolla 

Title: Principal Investigator 

AnnaKarin Lundgren (Apr 7, 2022 13:23 GMT+2)
AnnaKarin Lundgren

2022-04-07

Nagesh Bolla (Apr 7, 2022 17:03 GMT+5.5)

2022-04-07

Dr L Krishna Prasad (Apr 11, 2022 15:19 GMT+5.5)

2022-04-11

https://dentsplysirona.na2.documents.adobe.com/verifier?tx=CBJCHBCAABAAK1eXRhqMKJgOUY-sQP1Xhx474ixb8RkZ
https://dentsplysirona.na2.documents.adobe.com/verifier?tx=CBJCHBCAABAAK1eXRhqMKJgOUY-sQP1Xhx474ixb8RkZ
https://dentsplysirona.na2.documents.adobe.com/verifier?tx=CBJCHBCAABAAK1eXRhqMKJgOUY-sQP1Xhx474ixb8RkZ
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APPENDIX 1 
Clinical Investigation Plan (CIP) 

See next page. 
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Applicant information 

Principal Investigator Dr. Nagesh Bolla 
(Title and name) Professor and Vice-Dean 

Name of Institution/ Department of Conservative Dentistry and Endodontics 
Sibar Institute of Dental Sciences 
Takkellapadu, Guntur 522509, Andhra Pradesh, India 

Clinic Address 

E-mail address drnageshendo@sids.ac.in 

Please list all 
investigators who will 
be involved in your 
study (Please specify
name, title, anticipated 
function, instiution/clinic) 

Dr. Roopadevi Garlapati, Reader 

Anticipated Function: Observation/Sample collection 
Dr.Yedla.Sahitya - Postgraduate 
Anticipated Function: Sample collection/Practical Procedures 
Lahari Bolla - Undergraduate 

Anticipated Function: Data Collection/Supporting documentation 

Please indicate the 
reason for your 
interest in 
collaboration      with 
Dentsply Sirona 

To determine the effectiveness of the SLP Endo Activator in tooth disinfection and to 
determine the additional amount of cellular debris that is removed from the endodontic cavity 
by using the SLP Endo Activator (Based on ATP Values and CFU Count). 

Information about the study (Please be detailed, if required additional documents can be attached as an appendix)

Study title 
Evaluation of the effectiveness of SLP Endo Activator Sonic Activation using ATP 
Bioluminescence meter : An In- vitro study 

Study objectives 
(Including hypothesis) 

- To determine the additional amount of cellular debris removed from root canal of
an extracted tooth irrigated with  distilled water when using SLP Endo Activator.

- To determine the effectiveness of the SLP Endo Activator in the presence of NaOCl  to
activate disinfecting solution during root canal treatment procedures and the levels of
ATP present in the root canal.

Hypothesis -  The use of SLP Endo Activator will result in more cellular debris being removed 
from root canal during root canal irrigation and will result in lower levels of ATP being detected 
inside of a root canal. 

Importance of results 
(Please detail the scientific, 
practical or clinical 
relevance of the findings of 
the study) 

Study will help justify the application of SLP Endo Activator sonic activation as an  important 
adjunct during root canal procedure. 

mailto:drnageshendo@sids.ac.in
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Study centre(s) 
(The site(s) were the majority 
ofthe research will be 
conducted) 

DEPARTMENT OF CONSERVATIVE DENTISTRY & ENDODONTICS, 
SIBAR INSTITUTE OF DENTAL SCIENCES, GUNTUR, ANDHRA PRADESH. 

Estimated study period 
(DD/MM/YYYY) 07/04/2022 - 06/07/2022 

Milestones 11/03/2022 IRB approval taken – copy attached 

(Detail the different 
milestones /important events 
in the study and at which 
date you estimate them to 
occur. Examples of 
milestones are first patient 
included, all patients 
included, last follow up 
conducted or end of an 
experimental serie) 

15/07/2022 complete experiment and submit data (DEPENDS ON PANDEMIC ) 

Investigational 
product/comparator 
(State the devices/ products 
thatwill be investigated/ used 
and for comparative studies 
also thecomparator/s) 

SLP EndoActivator 
Endocator ATP tester 

Outcome variables 
(Describe which variables will 
be included in the study i.e. 
what will be measured and 
howis it related to the results) 

-Cleaning and Disinfection ability of SLP Endo Activator is evaluated by measuring ATP levels
before activation, throughout  the procedure and at the end of the procedure.
-At each level ATP values will be different depending on remaining test bacteria in the root
canal. 
- During the procedure,  ATP values will be compared with the Colony Forming Units (CFU’s)

Materials and methods 
(Detail the procedures, 
methodsand measurements 
that will be conducted within 
the study) 

Further details attached 
- For this study eighty (n=80) freshly extracted Palatal roots of maxillary molars / Distal

roots of  mandibular molars will be selected, missing wall of the teeth will be restored 
with composite with specific volume of pulp chamber maintained. 

- Root canals will be negotiated and enlarged up to a size of  25-06%, rinsed with
2ml of 17% EDTA for 2min, followed by 5.25% NaOCl for 10 min, final rinse with
distilled water.

- Root apices will be sealed with flowable composite to prevent  leakage. Apices of all
root tips and all surplus pulpal canal orifices will be sealed with adhesive and flowable
composite so that only the orifice of the shaped canal remains open. Teeth will then be
sterilized and the apical portion of the teeth will be re-sealed if required.

- Root canals will be rinsed with 5ml room temperature distilled water for 30 seconds,
measure the ATP levels.

- Insert growth media (TEST BACTERIA)  into the root canals, incubate at 370C for 4
weeks, replace growth media (TEST BACTERIA) twice per week. At the end of 4 weeks,
all samples will be rinsed         with 5ml of distilled water at room temperature with a 30
gauge syringe.

- Measure inoculation ATP level and CFU count as a baseline.
- “Rinsing procedure” Always 30 gauge needle will be used while rinsing procedure and

teeth and irrigants at room temperature

“Sampling procedure” followed while taking ATP level and CFU count

- Surplus water will be removed from pulp cavity using an uncapped saliva ejector. If
required, root canal will be refilled  with distilled water to canal orifice. Sample will be
taken after 10 seconds soaking time. Syringe with 30 gauge needle will be pre-loaded

Page 9  of 20 
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with 200μl of distilled water. Needle tip will be placed 3 mm short of working length 
without actively scraping the canal walls. Fully aspirate liquid, fully reinject, then fully 
aspirate a final time.  100μl liquid will be used for ATP reader and 100μl for CFU count. 
After ATP reading, a drop of orthotolidine will be added to the ATP sample to check for 
NaOCl contamination. In case of contamination, ATP and CFU sample’s will be retaken” 

- Teeth will be randomly divided into four groups:
Group1 (n=20) : Fill root canal and pulp cavity with 2ml distilled water for30 sec, no SLP 
Endo Activator used. rinse the canal with 3 ml of distilled water 
Group 2 (n=20) : Fill root canal and pulp cavity with 2ml distilled water ,use SLP Endo Activator 
at high speed  for 30 Sec, rinse the canal with 3 ml of distilled water 
Group 3 (n=20) :(GOLD STANDARD) Fill root canal and pulp cavity with 2 ml of 1%NaOCl -30 
Sec exposure time , rinse the canal with 3 ml of distilled water  and  no SLP Endo Activator 
Group 4 (n=20) : Fill root canal and pulp cavity with 2 ml of 1%NaOCl and then use SLP Endo 
Activator at high speed  for 30 Sec, rinse the canal with 3 ml of distilled water  

- The irrigation protocol will be repeated nine (9) more times for a total of 5 minutes of
activation. Irrigation protocol will be followed  at each level of activation.
FOR 4 GROUPS PROTOCOL FOR FINAL IRRIGATION:
1. Rinse with 3ml room temperature distilled water within 30 seconds
2. Leave the distilled water in place, treat each group for 60 sec with EA at high speed
3. Measure residual ATP level and CFU count per sampling procedure.

- At each level ATP values will be different depending on test bacteria in the root canal.
So, during the procedure, significant ATP values will be compared with the
Colony Forming Units (CFU’s).
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Study design 
(A brief summary of major 
studydesign features i.e. in 
vitro, animal or clinical 
study, follow up times and 
study end point) 

- In vitro study for evaluation of ATP levels during root canal irrigation procedure.

Study population 
(For clinical/animal study 
describe target population, 
indication studied and 
inclusion/exclusion 
criteria’s) 

Extracted  teeth will be collected from the Oral and Maxillofacial Surgery Department, 
Sibar Institute of Dental Sciences, Guntur after IRB approval. 

Number of 
plannedpatients 
(If multi-centre study 
also describe the 
distribution perstudy 
site) 

Eighty (n=80) extracted distal roots of mandibular molars/palatal roots of maxillary molars for 
periodontal       reasons (indicated for extraction) 
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Statistical methods 
(Detail the statistical tests, 
populations for comparison, 
sample size, intention to 
treat,per-protocol and any 
interim analyses) 

Results will be analysed using one way analysis of variance. 
Multiple pair wise comparisons will be done using Tukey’s Post-hoc test. 

Publications 
& 
presentatios 
(Describe plans for 
publicationor public 
presentations of results also 
give examples of journals to 
submit to or conferences/ 
meetings to attend) 

PUBLICATIONS & PRESENTATIONS - SEE ATTACHED 

PLANS FOR PUBLICATION/PRESENTATIONS: After getting approval from Dentsply, Study can be 
submitted to 

1. International Endodontic Journal 
2. Journal of Endodontics 
3. Dental Research Journal 
4. Restorative Dentistry & Endodontics 
5. Journal of Conservative Dentistry,…….etc… 

Research experience 
asprincipal 
investigator 
(If applicable, please 
describeyour previous 
research experience and 
number of published 
articles in international 
peer-reviewed journals with 
you as principal 
investigator) 

NUMBER OF PUBLICATIONS: 59 

NUMBER OF YEARS OF EXPERIENCE: 18 YEARS 

Total study cost 
(Estimate a reasonable 
total budget for the study. 
Detail costs for materials, 
products,staff, procedures, 
measurements, ethical 
approvals etc.) 

Two lakhs Eighty Thousand Indian rupees (Approximately) / approximately 4,000 USD. 
In addition, shipping fess of 4,000 USD and product costs of approximately 5,000 USD. Total sum is 
approximately 14,000 USD. 
A. Materials /Products Cost: One Lakh Indian Rupees (Approximately) 
B. STAFF: One Lakh Indian Rupees (Approximately) 

a.Investigator’s: 2 (Approximate payment for 3 Months: Sixy Thousand Indian Rupees) 
b. Microbiologist: 1(Approximate payment for 3 Months: Twenty Thousand Indian Rupees) 
c.Microbiology Technician: 1(Approximate payment for 3 Months: Twenty Thousand Indian 

Rupees) 
C. Procedures: Fifty thousand Indian Rupees (Approximately) {Incubator, Laminar airflow cabinet} 
D. MEASUREMENTS: Twenty Five thousand Indian Rupees (Approximately) {Manual,/Digital 

CFU counting) 
E. Ethical Approvals: Five thousand Indian Rupees (Approximately) 

Requested Support from Dentsply Sirona 

Support requested 
(Products and funding. For 
funding detail the amount to 
becovered by requested 
support.For products detail 
these in thenext section) 

Study Material and financial support of 2,000 USD. 
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Further support 
(Did you or do you plan to 
request further support by 
anyother person/ institution/ 
company?) 

If required we may take additional support from Sibar Health and  Research 
Foundation, Guntur, Andhra Pradesh. 
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Details of products requested (Only Dentsply Sirona products)

Product Ref. No. Quantity 
Neo Spectra ST HV Syringe Refill A1 (1 syringe) 60701981 16 syringes 

Neo Spectra ST flow Syringe Shade A1 Refill (2 syringes) 60701921 8 syringes 

SLP Endo Activator - 2 units 

SmartLite Pro EndoActivator Barrier Sleeves (QTY 100) 644434 300 sleeves 

SLP Endo Activator tips medium 644436 100 tips 

SLP Endo Activator tips medium long 644437 100 tips 

SLP Endo Activator tips small 644435 100 tips 

ProTaper Gold S1 25MM (8 files per blister) 
A0410225G0103 40 files 

ProTaper Gold S1 31MM 
A0410231G0103 40 files 

ProTaper Gold S2 25MM 
A0410225G0203 40 files 

ProTaper Gold S2 31MM 
A0410231G0203 40 files 

ProTaper Gold F1 25MM 
A0411225G0103 40 files 

ProTaper Gold F1 31MM  
A0411231G0103 40 files 

ProTaper Gold F2 25MM A0411225G0203 40 files 

ProTaper Gold F2 31MM  
A0411231G0203 40 files 

ProTaper Gold F3 25MM 
A0411225G0303 40 files 

ProTaper Gold F3 31MM 
A0411231G0303 40 files 

Products will be distributed to the below contact person and address: 
Dr.Nagesh Bolla 
Professor and Vice-Dean 
Department of Conservative Dentistry and 
Endodontics Sibar Instirute of Dental Sciences 
Takkellapadu, Guntur 522509  
Andhra Pradesh 
India 
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1. The investigator, or the Investigator’s responsible Medical Institution, will act as the
Sponsor for the IIS and will fulfill all the obligations of being a Sponsor.

2. The IIS will be conducted in accordance with this study proposal, and ISO 14155 or
respective FDA requirements (if conducted in North America), as well as with all
further regulatory requirements and local laws.

3. The Investigator will ensure that the IIS is approved by the Institution’s IEC/IRB and,
if appropriate, by the relevant regulatory authorities.

4. Major changes in study design and support requests, which are proposed after decision,
might require a new application to be submitted.

5. When submitting the Study proposal, applicant information, such as name and title of the
Investigator and the persons who will be involved in the study will be processed and stored in
a central database, used by DENTSPLY IH AB (data controller) or any of its affiliates
(“Dentsply Sirona”), for the purpose of documenting Dentsply Sirona’s decision on whether to
support the proposed study. You do not have any obligation to submit this information to us.
However, the processing is based on a proposed contractual relation (legal ground for the
processing); in so that we cannot proceed with your application should you not agree to us
processing the above listed personal data. The personal data will furthermore be processed
and stored in order to follow up on the studies that have been submitted as well as for
statistical purposes. Depending on where the study will be conducted, the personal data may
be transferred to countries outside of the European Economic Area (EEA), where the local
laws may not grant the same level of data protection as is guaranteed by the EU General
Data Protection Regulation (or similar legislation). All transfer of personal data will be done to
support the objectives described above and we will make sure that appropriate safety
measures are in place for the processing of the personal data. The personal data will not be
stored longer than what is necessary considering the objective of the processing and in
accordance with our corporate retention policy, unless we are legally obliged to keep it
longer. The data subjects have the right to once a year and for free, request a copy of the
information that Dentsply Sirona holds about them and to, at any time, request any
inaccuracies in this information to be corrected, or that the information is deleted. In such a
case, the data subject should use a written request and sign it personally and send it to
DENTSPLY IH AB, Att: The Data Protection Officer, Box 14, 431 21 Mölndal, Sweden. For
any questions regarding the processing of the personal data, please contact the Data
Protection Officer, at privacyoffice@dentsplysirona.com. If there are any complaints
regarding our processing that you do not want to present directly to us, you may turn to your
local data protection authority.

Investigato 
r 

I accept the conditions listed above. 
I declare that all given information is correct. 

Date (DD/MMM/YYYY) Name (Principal Investigator) Signature (omit if submitted digitally) 

07/02/2022 Dr. NAGESH BOLLA 

mailto:privacyoffice@dentsplysirona.com
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METHODOLOGY: 

Eighty freshly extracted Human molar teeth (n=80) 
Palatal roots of maxillary molars / Distal roots of mandibular molars will 

be selected, missing wall of the teeth will be restored with composite 
with specific volume of pulp chamber maintained. 

       Root canals will be negotiated and enlarged up to a size of  25-06%, rinsed with 
2ml of 17% EDTA for 2min followed by 5.25% NaOCl for 10 min, final rinse with distilled water.

“Seal apices of all root tips and all surplus pulpal canal orifices with adhesive and flowable composite so 
that only the orifice of the shaped canal remains open” 

Teeth will undergo Autoclave sterilization 

Reseal the root apices if required 
Root canals will be rinsed with 5ml room temperature distilled water for 30 seconds, 

measure the ATP levels. 

 Insert growth media (TEST BACTERIA)  into the root canals, incubate at 370C for 4 weeks, replace 
growth media (TEST BACTERIA) twice per week. 

At the end of 4 weeks, all samples will be rinsed  with 5ml of distilled water at room temperature with a 
30 gauge syringe. “Rinsing procedure”:Always 30 gauge needle will be used while rinsing procedure 
and teeth and irrigants at room temperature. 

“Sampling procedure” followed while taking ATP level and CFU count 

- Surplus water will be removed from pulp cavity using an uncapped saliva ejector. If required, root canal
will be refilled  with distilled water to canal orifice. Sample will be taken after 10 seconds soaking time.
Syringe with 30 gauge needle will be pre-loaded with 200μl of distilled water. Needle tip will be placed 3
mm short of working length without actively scraping the canal walls. Fully aspirate liquid, fully reinject,
then fully aspirate a final time.  100μl liquid will be used for ATP reader and 100μl for CFU count. After
ATP reading, a drop of orthotolidine will be added to the ATP sample to check for NaOCl contamination.
In case of contamination, ATP and CFU sample’s will be retaken”. Measure inoculation ATP level and
CFU count as a baseline. Page 16 of 20 
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FOR 4 GROUPS PROTOCOL FOR FINAL IRRIGATION: 

1. Rinse with 3ml room temperature distilled water within 30 seconds
2. Leave the distilled water in place, treat each group for 60 sec with EA at high speed
3. Measure residual ATP level and CFU count per sampling procedure.

Total 80 samples are involved no need of  RE USE extracted teeth 

TEETH WILL BE DIVIDED INTO FOUR GROUPS

: 

Fill root canal and 
pulp cavity with 
2ml of distilled 
water for30sec,rinse 
the canal with3ml 
distilled water and 
no SLP Endo 
Activator 

Fill root canal and pulp 
cavity with 2ml of 

distilled water use SLP 
Endo Activator at high 
speed  for 30Sec,rinse 

the canal with 3ml 
distilled water 

Group 3 (n=20): 
GOLD STANDARD 
Fill root canal and pulp 

cavity with 2 ml of 
1%NaOCl for30 sec, 
rinse the canal with 3 
ml distilled water  and 

no SLP Endo 
Activator 

Group 4 (n=20):
Fill root canal and pulp 
cavity with 2 ml of 
1%NaOCl use SLP Endo 
Activator at high speed  for 
30 Sec , rinse the canal 
with 3 ml distilled water  

Irrigation ATP level and CFU count 
1. Measure ATP level (CFU)
2. Re-enter irrigation procedure for 9 more times (for 5min total irrigation

time)
3. Irrigation protocol followed  at each level of activation

Page 17 of 20 
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MATERIALS REQUIRED: 

1. Endomotors
2. SLP Endo Activator wih Tips
3. Endo Cater ATP with Testers
4. Rotary Files
5. K-Files
6. Diamond disc for sectioning
7. Composites for missing wall replacement
8. Composite hand instruments with matrix system
9. Airotors
10. Access Opening Burs
11. Endo EZ Burs
12. Irrigating Syringes
13. Distilled Water
14. Sodium Hypochlorite (1%)
15. 17% EDTA
16. Paperpoints
17. Hand Instruments
18. Sterilization pouches
19. Test medium
20. Test Bacteria
21. Inoculation Loupe
22. Petridishes
23. Anaerobic Jar
24. Incubator
25. Laminar Airflow cabinet
26. Test Agar
27. Colony Counter etc…

Page 18 of 20 
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APPENDIX 2 
Details of products to be provided: 

Product Ref. No. Quantity 

Neo Spectra ST HV Syringe Refill A1 (1 syringe) 60701981 16 syringes

Neo Spectra ST flow Syringe Shade A1 Refill (2 syringes) 60701921 8 syringes

SLP Endo Activator - 2 units

SmartLite Pro EndoActivator Barrier Sleeves (QTY 100) 644434 300 sleeves

SLP Endo Activator tips medium 644436 100 tips

SLP Endo Activator tips medium long 644437 100 tips

SLP Endo Activator tips small 644435 100 tips

ProTaper Gold S1 25MM (8 files per blister) A0410225G0103 40 files

ProTaper Gold S1 31MM

A0410231G0103 40 files

ProTaper Gold S2 25MM

A0410225G0203 40 files

ProTaper Gold S2 31MM A0410231G0203 40 files

ProTaper Gold F1 25MM A0411225G0103 40 files

ProTaper Gold F1 31MM A0411231G0103 40 files

ProTaper Gold F2 25MM A0411225G0203 40 files

ProTaper Gold F2 31MM 

A0411231G0203 40 files

ProTaper Gold F3 25MM A0411225G0303 40 files

ProTaper Gold F3 31MM A0411231G0303 40 files

Products will be distributed to the below contact person and address: 

Dr. Nagesh Bolla 
Department of Conservative Dentistry and Endodontics 
Sibar Institute of Dental Sciences 
Takkellapadu, Guntur 522509 
Andhra Pradesh, India 
Email: drnageshendo@sids.ac.in 
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APPENDIX 3 

Financial support to be provided: 

Estimated 

payment date

One instalment due upon DS’s review of final manuscript before submitting for 
publication 

USD 2 000 2022-10 

Total cost: USD 2 000 

Invoices will be sent to DS at: Maillefer Instruments Sàrl, 
Att. Ole Brinkmann 
Chemin du Verger 3, CH-1338 Ballaigues, 
Switzerland 

Payments will be made to: Account holder (Sponsor): Sibar Health and Research Foundation 
Account number: 32850725192 
Name of Bank, City: State Bank of lndia, Guntur 
Address: arundalpeta 4th Line, 4th Cross Road, Arundelpet,Guntur 
District, Guntur, Andhra Pradesh-522002 
SWIFT code: SBININBB181   
IFS Code: SBIN0001014 

The invoice shall include all payment details and DS reference: 
E-2022-01
Terms of payment: 30 days
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This Investigator Initiated Study Agreement (the “Agreement”) is made effective as of the last date of 
the signatures below (the “Effective Date”), by and between 

DENTSPLY IH AB, a company incorporated in Sweden under registration No. 556051-8812, with office 
located at Aminogatan 1 (P.O. Box 14), SE 431 21 Mölndal, Sweden (“DS”);  

Department of Conservative Dentistry and Endodontics, Sibar Institute of Dental Sciences, 
Takkellapadu, Guntur 522509, Andhra Pradesh, India (the “Sponsor”) and;  

Prof. Nagesh Bolla, Department of Conservative Dentistry and Endodontics, Sibar Institute of Dental 
Sciences, Takkellapadu, Guntur 522509, Andhra Pradesh, India. Email: drnageshendo@sids.ac.in (the 
“Principal Investigator” or the (“PI”) 

Co-investigators: 

Dr.Sayesh Vemuri Head of the department. Department of Conservative Dentistry and Endodontics, 
Sibar Institute of Dental Sciences, Takkellapadu, Guntur 522509, Andhra Pradesh, India 

Dr.Ram Chowdary Basam, Senior lecturer. Department of Conservative Dentistry and Endodontics, 
Sibar Institute of Dental Sciences, Takkellapadu, Guntur 522509, Andhra Pradesh, India 

Dr.Naveen reddy Vajrala – Postgraduate. Department of Conservative Dentistry and Endodontics, Sibar 
Institute of Dental Sciences, Takkellapadu, Guntur 522509, Andhra Pradesh, India 

Recitals 
(A) WHEREAS, the Sponsor and the PI wishes to conduct a research study concerning

“Evaluation of the efficacy of SLP EndoActivator Sonic Activation using ATP
Bioluminescence meter: An In-vivo  study”, E-2022-02 and has made a study proposal
as specified in Appendix 1 to this Agreement (the “Study Protocol”) and where; (i) DS
has no sponsor responsibilities for the study and (ii) DS’ contribution to the study is
limited to 50 % of the total study cost whether the contribution consists of money, Study
Products (as defined in Section 1.1 below) or others, altogether referred to as (the
“Investigator Initiated Study or Study”)

(B) WHEREAS, the Sponsor, the PI and DS share a mutual interest and benefit of the
outcome of the Study and the Sponsor and PI have no medical, scientific or ethical
concerns regarding its conduct.

Agreement 
NOW, THEREFORE, in consideration of the mutual covenants contained in this Agreement, and other 
good and valuable consideration, the receipt and sufficiency of which is hereby acknowledged, the 
Parties, intending to be legally bound, agree as follows: 

1 DS Support 
1.1 DS obligations under the Study will be explicitly limited to provide:

a. DS products/components in sufficient amount in order to complete the Study, see
Appendix 2 (the “Study Product”).

b. Funding which does not exceed USD 2 170 payable in one instalment in accordance
with Appendix 3.

1.2 The Parties acknowledge that the amounts to be paid by DS under this Agreement are 
reasonable compensation, and represents DS’s full and complete obligation for any and all work 
performed by Sponsor, PI and Study Site Staff (as defined below). All payments made by DS 
under this Agreement are inclusive of value added taxes, sales taxes or similar taxes and fees. 

1.3 The Parties confirm that the rights and obligations arising out of this Agreement do not relate to 
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or influence in any way whatsoever potential future business relationship between the Parties 
including but not limited to the formation of pricing concerning the procurement of medical 
devices. This Agreement has not been set up to influence decisions of Sponsor relating to its 
procurement planning of medical products. The Parties hereby exclude any expectation of 
preferred treatment as a consequence of this Agreement. Sponsor is free to introduce any other 
products than DS’s products at any time and to stop using DS’s products at any time without 
giving reason to DS.  

1.4 Neither the Sponsor nor the PI shall seek payment from any third party for the services provided 
to a patient solely as a result of such patient’s participation in the Study or the costs incurred in 
connection therewith. 

2 Representations and warranties 
2.1 To safeguard the ethical conduct of the Study and the appropriate use of the Study Products it 

is hereby agreed that the Sponsor and the PI will be responsible for, and do hereby represent, 
warrant and covenant to DS that:  

2.1.1 PI shall conduct the Study on a day-to-day basis, including delegation of specified Study 
responsibilities, training Study staff and supervising their work. 

2.1.2 The Study is carried out in accordance with this Agreement, the Study Protocol, the ISO 14155 
standard, all applicable laws and requirements, any condition required by a regulatory authority 
and/or an independent ethics committee/institutional review board (the “IEC/IRB”).  

2.1.3 Sponsor and PI shall comply with the local requirements relating to the reporting of possible 
adverse events and serious adverse events (“SAE”) to the IEC/IRB and/or the regulatory 
authority. Sponsor and PI agree to report any SAE that are considered as probably or definitely 
related to the use of the medical device to DS within one day (i.e. immediately, but no later than 
the end of the next business day) of when he/she becomes aware of it. In case of a product 
related SAE, DS may request access to any relevant clinical documentation concerning the 
patient. Furthermore, Sponsor shall report all product claims that may occur to DS’s local 
representatives.  

2.1.4 The forms to be provided to potential persons in the Study to secure their informed consent to 
participate in the Study (the “Informed Consent Forms”), as approved by the IEC/IRB, must 
disclose that the Study is supported by DS and that Study documentation may be provided to 
representatives and affiliates of DS anywhere in the world and may be provided to any regulatory 
authority. DS shall be entitled to review the Informed Consent Forms to ensure that the Sponsor 
is clearly identified and that DS’s support is correctly described. 

2.1.5 There will be adequate time and resources to conduct the Study within the agreed time- 
schedule and to complete the Study before August 2022. In the event it has been determined 
by the Parties that the date for Study completion shall be postponed, the Parties agree that an 
amendment will be prepared in writing extending the completion date of the Study and agreed 
by authorized representatives of each Party.  

2.1.6 DS gets informed of any changes (e.g. in equipment, or Study procedures) that may affect the 
use of the Study Products or completion of the Study. 

2.1.7 The Study Products will be used only for this Study and only in accordance with the Study 
Protocol, Appendix 1 of this Agreement and in accordance with DS’s instructions for use or other 
guidance. The Study Product shall remain the exclusive property of DS until used during the 
course of the Study. All unused Study Products shall, at Sponsor’s expense, be returned to DS 
promptly upon the completion of the Study, unless otherwise notified by DS. 

2.1.8 The medical (hospital/practice) records for each patient contain information according to local 
regulatory requirements. For Study specific information, a case report form provided by Sponsor 
will be used and considered as source document.  

2.1.9 Sponsor and PI are responsible for that the Study patients, as in routine health care, are covered 
by medical insurance for standard of care procedures. 
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2.1.10 Registration of the Study on the “ClinicalTrials.gov” website is made no later than 21 days after 

enrolment of the first patient. 

2.1.11 Sponsor, PI and all those investigators, employees, agents, students and others who are 
engaged by Sponsor and/or PI in the conduct of the Study (the “Study Site Staff”) will be 
properly registered with appropriate registration bodies and are sufficiently qualified by training 
and experience for conduct of the Study.  

2.1.12 Neither Sponsor nor PI is subject to any conflicting obligations or legal impediments that might 
interfere with the performance of the Study or that might impair the acceptance of the resulting 
data by any regulatory authority or the grant of rights to DS hereunder, and no such obligations 
or impediments will be incurred or permitted during the course of this Agreement. 

2.1.13 Sponsor and PI shall provide DS with the following information and materials: 

o A copy of the Study Protocol

o A status report every six (6) months during the duration of the Study, which shall

summarize the work performed and the results achieved in connection with the Study

o At DS’ request, preliminary high level study reports for DS to use for regulatory

submissions and/or marketing purposes (the “Preliminary Study Data”)

o A final report of Study results within 30 days after completion of the Study

o A copy of the Health Authority approval, if applicable

3 Publication, review and disclosure of Study Data 
3.1 Publication. Sponsor and PI shall be entitled to use or present all records, accounts, notes, 

reports and data, collected, generated or used in connection with the Study (the “Study Data”) 
at conferences and submit the Study Data for publication in medical/dental journals of his/her/its 
choosing, provided this is (i) consistent with academic standards, (ii) is not false or misleading, 
and (iii) is not for commercial purposes.  

An acknowledgment in all material aspects as set out below, is required when submitting the 
Study research results to society meetings and for publication in medical journals: ‘This research 
was conducted with support from Dentsply Sirona.’ This wording shall appear on all posters, as 
a sentence within all abstracts and as an acknowledgement in all manuscripts and 
presentations, as well as in any financial disclosure information.  

Sponsor and PI further agree that, if PI publishes the results of the Study, DS is hereby granted 
a royalty-free license to make and distribute copies of such publication under any copyright 
privileges that Sponsor and/or PI may have. PI/Sponsor shall also be free to use such Study 
Data for his/her/its own internal teaching, research and patient care programs. 

3.2 Review. Sponsor and PI agrees that prior to any presentation or publication of Study Data, DS 
shall have a period of thirty (30) days from receipt of the proposed publication or presentation 
to review its contents, and Sponsor and PI agrees, if requested, to delete any Confidential 
Information, at DS’s sole discretion. When submitted and approved for publication, Sponsor and 
PI should communicate this to DS.  

If requested in writing by DS, Sponsor and PI shall delay the submission of such publication or 
presentation for an additional period, not to exceed a further sixty (60) days, to file a patent 
application or take such other measures as DS reasonably deems appropriate to establish and 
preserve the parties’ proprietary rights in any intellectual property disclosed in the material being 
submitted for publication or presentation.  

3.3 Disclosure. DS will not disclose the Study Data to any third party as long as such Study Data 
remains unpublished or publicly undisclosed by Sponsor and/or PI, except that DS may disclose 
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such Study data to its affiliates on a need-to-know basis in order to evaluate such information. 

It’s noted that DS may disclose the Preliminary Study Data before the Study Data has been 
made public, provided prior written approval from the Sponsor and the PI has been obtained in 
each case and such disclosure would not be in conflict with future publications of the Study Data 
as set forth in Section 3.1. 

4 Confidentiality 
4.1 For purposes of this Agreement, confidential information means any information of DS, whether 

of a technical, business or other nature, including, but not limited to, information that relates to 
DS’s trade secrets, products, promotional material, developments, proprietary rights or business 
affairs, together with any DS IP (“Confidential Information”).  

At all times during the Term of this Agreement (as defined below) and for a period of five (5) 
years following termination or expiration of this Agreement, neither Sponsor nor PI shall, without 
DS’s prior written consent, publish, disseminate or otherwise disclose to any third party (except 
as may be permitted by this Agreement) any Confidential Information, and shall use such 
Confidential Information solely for purposes of performing its obligations under this Agreement. 
Sponsor and PI shall restrict the dissemination of Confidential Information to only those persons 
who have a need to know, and shall ensure that all persons involved in carrying out this 
Agreement are aware of this Agreement and bound by non-disclosure agreements at least as 
protective of Confidential Information as those set forth in this Agreement. Sponsor shall use at 
least the same care and discretion in maintaining the confidentiality of the Confidential 
Information as it uses with its most sensitive confidential information. 

4.2 The obligations of confidentiality in Section  1 shall not extend to any Confidential Information 
that: (a) Sponsor can prove was lawfully obtained from a third party without any obligation of 
confidentiality, (b) Sponsor can prove was known to it prior to the date of this Agreement and 
was not subject to any confidentiality restrictions, or (c) is or becomes part of the public domain 
through no act or violation of any obligation of Sponsor or PI.  

4.3 Neither Party shall make any public announcement relating to this Agreement or the 
transactions covered by it or mention or otherwise use the name, insignia, symbol, trademark, 
trade name or logotype of the other Party or its affiliates in any publication, press release, 
promotional material or other form of publicity without the prior written approval of that Party in 
each instance.   

5 Personal Data 
Each Party shall be responsible for its own processing of information and data that is directly or 
indirectly referable to a natural person who is alive (“Personal Data”) and shall ensure that any 
Personal Data relating to Sponsor, PI and/or Study Site Staff, is collected, stored, used, 
disclosed and transferred in accordance with all applicable supranational and national privacy 
laws.  

6 Liability of the Parties 
6.1 DS is liable for any defects in the Study Product in accordance with general warranty terms and 

product liability legislations, save to the extent the Sponsor has an obligation towards DS 
pursuant to section 6.2 below. 

6.2 Sponsor agrees to be liable and hold harmless DS and its officers, directors, partners, 
employees and agents from and against any and all liability, claims, losses, damages and 
expenses (including attorneys’ fees) that arise as a result of any breach by PI or Sponsor of any 
representation, warranty, covenant, condition or obligation set forth in this Agreement. DS shall 
have the exclusive right to retain counsel of its choosing to represent itself and shall retain 
exclusive control of the litigation; provided, however, that DS will not compromise or settle any 
such litigation without the prior consent of Sponsor, which shall not be unreasonably withheld 
or delayed. 
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6.3 Each Party hereto agrees to be responsible and assume liability for its own wrongful or negligent 
acts or omissions, or those of its officers, agents or employees to the full extent required by law. 

7 Term and Termination 
7.1 This Agreement shall commence upon the Effective Date and shall continue until the completion 

of the Study (the “Term”), unless this Agreement is earlier terminated in accordance with this 
Article 7. 

7.2 Either Party have the right to terminate this Agreement upon thirty (30) days’ notice to the 
respective Party. In the event of termination, DS shall reimburse the PI/Sponsor for all work 
completed to the date of termination, provided that Sponsor and PI shall return and repay to DS 
any unused funds and materials. The reimbursement from DS shall however not exceed the 
funding and Study Products specified in Appendix 2 and Appendix 3 of this Agreement. 

7.3 Upon termination or expiration of this Agreement or upon DS’s earlier request, Sponsor and PI 
shall promptly return to DS all Confidential Information.  

8 Miscellaneous 
8.1 Assignment. This Agreement may not be assigned by either Party in whole or in part without 

the prior written consent of the other Party, except that DS without such consent may assign 
this Agreement and its rights and obligations hereunder to any of its affiliates or any successor 
in interest (whether by merger, acquisition, asset purchase or otherwise) to all or substantially 
all of the business to which this Agreement relates. DS shall always have the right to perform 
any or all of its obligations and exercise any or all of its rights under this Agreement through any 
of its affiliates. 

8.2 Governing Law. This Agreement shall be governed by the laws of Sweden. 

8.3 Entire Agreement. This Agreement constitutes the entire agreement between the Parties with 
respect to the subject matter of the Agreement. This Agreement supersedes all prior 
agreements, whether written or oral, with respect to the subject matter of the Agreement. All 
Appendix referred to in this Agreement are intended to be and are hereby specifically 
incorporated into and made a part of this Agreement. In the event of any inconsistency between 
any such Appendix and this Agreement, the terms of this Agreement shall govern. 

8.4 Amendment. Any amendment or modification of this Agreement must be in writing and signed 
by authorised representatives of both Parties. 
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Execution 
This Agreement has been duly executed in two (2) original copies, one to each Party. 

DENTSPLY IH AB 
Date (YYYY-MM-DD): 

SPONSOR (on behalf of Institution) 

Date (YYYY-MM-DD): 

Signature: Signature: 

Name:  AnnaKarin Lundgren Name: Dr. L. Krishna Prasad 

Title: Director Center of Clinical 
Research 
Clinical Research and Scientific 
Support 

Title: Dean 

AGREED AND CONSENTED TO BY: 

Date (YYYY-MM-DD): 

Signature: 

Name: Prof. Nagesh Bolla 

Title: Principal Investigator 

Dr.NAGESH BOLLA (Jul 5, 2022 16:34 GMT+5.5)

2022-07-05

L Krishna Prasad (Jul 6, 2022 13:01 GMT+5.5)

2022-07-06

AnnaKarin Lundgren (Jul 10, 2022 08:54 GMT+2)
AnnaKarin Lundgren

2022-07-10

https://dentsplysirona.na2.documents.adobe.com/verifier?tx=CBJCHBCAABAAn3Ter9iVVtsz6gN6jGHDSP5L7mCEtGdz
https://dentsplysirona.na2.documents.adobe.com/verifier?tx=CBJCHBCAABAAn3Ter9iVVtsz6gN6jGHDSP5L7mCEtGdz
https://dentsplysirona.na2.documents.adobe.com/verifier?tx=CBJCHBCAABAAn3Ter9iVVtsz6gN6jGHDSP5L7mCEtGdz
Krishna prasad L
New Stamp



Investigator Initiated Study Agreement 

0800-GFORM-000051 [1] to 
0800-GSOP-000022 

Template: 0800-GFORM-000054 [2]  
to 0800-GSOP-000001 Page 7 of 17 

Study code E-2022-02 sign 
Date 2022-07-05 

APPENDIX 1 
Clinical Investigation Plan (CIP) 

See next page. 
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Applicant information 

Principal Investigator Dr.Nagesh Bolla 
(Title and name) Professor and Vice- Dean 

Name of Institution/ Department of Conservative Dentistry and Endodontics 
Sibar Institute of Dental Sciences 
Takkellapadu, Guntur 522509 
Andhra Pradesh 
 India 

ClinicAddress 

E-mail address drnageshendo@sids.ac.in 

Please list all 
investigators who will 
beinvolved in your 
study (Please specify
name, title, anticipated 
function, instiution/clinic) 

Dr.Sayesh Vemuri 

Head of the department 

Anticipated function: Observation/Guiding 
Dr.Ram Chowdary Basam, Senior lecturer 
Anticipated function: Sample collection/Observation 
Dr.Naveen reddy Vajrala - Postgraduate 
Anticipated function: Data collection 

Please indicate the 
reason for your 
interest incollaboration 
with Dentsply Sirona 

To determine the efficacy of SLP Endoactivator in removing the intracanal debris during root 
canal irrigation. 

Information about the study (Please be detailed, if required additional documents can be attached as an appendix)

Study title 
Evaluation of the efficacy of SLP EndoActivator Sonic Activation using ATP Bioluminescence 
meter: An In-vivo  study 

Study objectives 
(Including hypothesis) 

To evaluate the effectiveness of SLP EA in cleaning the root canal system. 
To evaluate the ATP levels in the root canal system after root canal instrumentation and 
activation with SLP EA.  
To evaluate the ATP levels in the root canal system after root canal instrumentation with gold 
standard irrigation protocol. 
To compare the ATP levels in the root canal system after root canal instrumentation with SLP 
EA and gold standard irrigation protocol. 

Hypothesis: That use of the SLP EndoActivator may result in lower levels of ATP in the root 
canal system when compared to root canals that did not use the SLP EndoActivator. 

Importance of results 
(Please detail the scientific, 
practical or clinical 
relevance ofthe findings of 
the study) 

Study will help to justify the application of SLP Endoactivator sonic activation as an  important 
adjunct during chemomechanical preparation. 

mailto:drnageshendo@sids.ac.in
mailto:drnageshendo@sids.ac.in
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Study design 
(A brief summary of major 
studydesign features i.e. in 
vitro, animal or clinical 
study, follow up times and 
study end point) 

Clinical study for evaluation of ATP levels during root canal irrigation procedure. See Attached 
document-Materials and Methods for further details. 
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Study population 
(For clinical/animal study 
describe target population, 
indication studied and 
inclusion/exclusion 
criteria’s) 

Inclusion criteria: 
Patients diagnosed with pulp necrosis. 
Maxillary and mandibular molar teeth. 
Exclusion criteria: 
Patients not willing to participate in the study. 
Teeth with Apical size>40 

Number of 
planned 
patients 
(If multi-centre study 
also describe the 
distribution perstudy 
site) 

100 Patients referred to department of conservative dentistry and endodontics with diagnosis 
of pulpal necrosis in relation to maxillary and mandibular molars. 

Study centre(s) 
(The site(s) were the majority 
ofthe research will be 
conducted) 

Sibar Institute of Dental Sciences, Takkellapadu, Guntur. 

Estimated study period 
(MMM/YYYY) 5/3/2022 - 31/6/2022 

Milestones 
(Detail the different 
milestones /important events 
in the study and at which date 
you estimate them to occur. 
Examples of milestones are 
first patient included, all 
patients included, last follow 
up conducted or end of an 
experimental serie) 

28/2/2022 IRB approval 
28/3/2022 First patient recruited to the study 
31/6/2022 Completion of experiment and submission of data (DEPENDS ON PANDEMIC) 

Investigational 
product/comparator 
(State the devices/ products 
thatwill be investigated/ used 
and for comparative studies 
also thecomparator/s) 

SLP Endo Activator 

Endocator ATP tester 

Outcome variables 
(Describe which variables will 
be included in the study i.e. 
what will be measured and 
how is it related to the 
results) 

--Cleaning and Disinfection ability of SLP Endo Activator is 
evaluated by measuring ATP levels 

 (- Baseline ATP level, 

- Intermediate ATP level-with SLP Endo Activator,

-Intermediate ATP Level –gold standard irrigation, ,

-Residual ATP Level- with SLP EA.

-Recording the lower levels of ATP after cleaning and
shaping indicates cleanliness of root canal system.

-Recording the lower levels of ATP after cleaning and
shaping indicates the clinical efiicacy of endoactivator.

Materials and methods 
(Detail the procedures, 
methodsand measurements 
that will be conducted within 
the study) 

See attached 
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Statistical methods 
(Detail the statistical tests, 
populations for comparison, 
sample size, intention to 
treat,per-protocol and any 
interim analyses) 

Results will be analysed using unpaired t test. 

Publications 
& 
presentation 
s 
(Describe plans for 
publicationor public 
presentations of results also 
give examples of journals to 
submit to or conferences/ 
meetings to attend) 

PUBLICATIONS & PRESENTATIONS - SEE ATTACHED 

PLANS FOR PUBLICATION/PRESENTATIONS: After getting approval from Dentsply, Study can be 
submitted to 

1. International Endodontic Journal 
2. Journal of Endodontics 
3. Dental Research Journal 
4. Restorative Dentistry & Endodontics 

Journal of Conservative Dentistry,…….etc 

Research experience 
as principal 
investigator 
(If applicable, please 
describeyour previous 
research experience and 
number of published 
articles in international 
peer-reviewed journals with 
you as principal 
investigator) 

NUMBER OF PUBLICATIONS: 59 

NUMBER OF YEARS OF EXPERIENCE: 18 YEARS 

Total study cost 
(Estimate a reasonable 
total budget for the study. 
Detail costs for materials, 
products,staff, procedures, 
measurements, ethical 
approvals etc.) 

Approximately four lakh Indian rupees or five thousand three fourty (5,340) USD. In addition, products with a sales value o
approximately 1,000 USD. Total sum is approximately 6,340 USD. 
Four lakh Indian rupees (Approximately) 
A. Materials /Products Cost: One Lakh and Twenty Five Thousand  Indian Rupees (Approximately) 
B. STAFF: Two Lakh Indian Rupees (Approximately) 

a.Investigator’s: 2 (Approximate payment for 3 Months: Eighty Thousand Indian Rupees) 
b. Microbiologist: 1(Approximate payment for 3 Months: Sixty Thousand Indian Rupees) 
c.Microbiology Technician: 1(Approximate payment for 3 Months: Sixty Thousand Indian Rupees) 

C. Procedures: Forty  thousand Indian Rupees (Approximately) {Incubator, Laminar airflow cabinet} 
D. MEASUREMENTS: Twenty Five thousand Indian Rupees (Approximately) {Manual,/Digital CFU counting) 
E. SAMPLE TRANSPORT COSTS: Ten thousand Indian Rupees (Approximately) 

Requested Support from Dentsply Sirona 

Support requested 
(Products and funding. For 
funding detail the amount to 
becovered by requested 
support.For products detail 
these in thenext section) 

YES. Product for 1000 USD and financial support of 2170 USD. 
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Further support 
(Did you or do you plan to 
request further support by 
anyother person/ institution/ 
company?) 

YES 
Dr.Cross guiding and helping out the protocols and procedures. 
Dentsply supporting materials and financial. 
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MAERIALS AND METHODOLOGY 

Materials : 

Endoaccess bur 
K –files 
Endo EZ bur 
Wave one gold rotary files 
Saline  
Distilled water 
17% EDTA 
5.25% NaoCl 
30 guage syringe  
Saliva ejector 
Endo activator 
Endo motor 
SLP Endo Activator 
SLP Endo Activator tips 
Gutta percha points 
Paper points 
AH plus sealer 
Transport media 

Page 13 of 17 
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Methodology 

randomization 

100 patients diagnosed with pulpal necrosis in relation to maxillary molars and mandibular molars. 

Cleaning and shaping will be done with Wave One Gold using RC Help (EDTA paste with carbamide 
peroxide). 

Samples will be taken from Palatal root in maxillary molars, Distal root in mandibular molars 
(Teeth with Apical size>40 will not be included in the study) 

50 teeth 50 teeth 

Baseline ATP after rotary files 
• Check for bleeding and seepage with paper point
• Do not take ATP sample if bleeding or seepage (b&s) are present. Confirm correct working length

and check again for b&s after 2 minutes with paper point. If b&s are absent, take ATP sample. If b&s
are still present, remove patient from the study and treat per standard of care

• Rinse canal with 5ml 37°C saline solution using 30 gauge endo irrigation needle for 30 seconds
• Sampling procedure (follow this procedure for all samples in the study):

Remove surplus water from pulp cavity using a high speed surgical suction. If required, refill root
canal with distilled water up to canal orifice. Take sample after 10 seconds soaking time. Take syringe
with 30 gauge needle pre loaded with 200 µ l of sterile distilled water.
Place needle tip 3 mm shor t of working length without actively scraping the canal walls. Fully
aspirate liquid, fully reinject, then fully aspirate a final time. 100μl liquid will be used for ATP reader.

• After ATP reading, add a drop of orthotolidine to the sample to check for NaOCl contamination. In
case of contamination, retake sample (follow this procedure for all ATP samples in the study)

• After taking baseline ATP levels the patients will be randomly allocated into either Endo activator
irrigation or irrigation without activation.

Endo activator irrigation Gold standard irrigation 

Page 14 of 17 
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Finish root canal treatment (shaping, cleaning, obturation) per standard of care. 

Intermediate ATP level (after 60 seconds 
irrigation) 

• Check for bleeding and seepage with
paper point

• Fill the canal with 2 ml 5.25% Naocl
using 30 guage endo irrigation needle up
to level of canal orifice.

• Use SLP- Endo Activator at high speed
for 60 seconds.

• Rinse canal with 5ml 37°C saline solution
using 30 gauge endo irrigation needle for
30 seconds

• Remove liquid from coronal pulp chamber
with uncapped disposable saliva ejector

• If required, reapply saline solution to refill
canal up to level of canal orifice

• After 10 seconds, measure ATP level

Intermediate ATP level (after 60 seconds 
irrigation) 

• Check for bleeding and seepage with
paper point

• Fill canal with 2ml  5.25% NaOCl using
30 gauge endo irrigation needle up to
level of canal orifice

• Allow for 60 seconds soaking time
• Rinse canal with 5ml 37°C saline solution

using 30 gauge endo irrigation needle for
30 seconds

• Remove liquid from coronal pulp
chamber with uncapped disposable saliva
ejector

• If required, reapply saline solution to refill
canal up to level of canal orifice

• After 10 seconds, measure ATP level.

Residual ATP level 
• Check for bleeding and seepage with paper point
• Rinse canal with 5ml 37°C saline solution using 30 gauge endo irrigation needle

for 30 seconds
• Remove liquid from coronal pulp chamber with uncapped disposable saliva ejector.
• If required, reapply 37°C saline solution to refill canal up to level of canal orifice.
• Use SLP-Endo Activator at high speed for 60 seconds.
• If required, reapply 37°C saline solution to canal up to level of canal orifice
• After 10 seconds, measure ATP level

Page 15 of 17 
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APPENDIX 2 
Details of products to be provided: 

Product Ref. No. Quantity 

SLP Endo Activator motor 1 

Endo Activator tips (Medium) 644436 100 

Endo Activator tips (Medium long) 644437 100 

SLP Endo Activator tips small 644435 100 

SmartLite Pro EndoActivator Barrier Sleeves (QTY 100) 644434 100 

Products will be distributed to the below contact person and address: 

Prof. Nagesh Bolla 
Department of Conservative Dentistry and Endodontics 
Sibar Institute of Dental Sciences 
Takkellapadu, Guntur 522509 
Andhra Pradesh 
India.  
Email: drnageshendo@sids.ac.in 
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APPENDIX 3 

Financial support to be provided: 

Estimated 

payment date

One instalment due upon DS’s review of final manuscript for publication USD 2 170 2022-09 

Total cost: USD 2170 

Invoices will be sent to DS at: Maillefer Instruments Sàrl, 
Att. Ole Brinkmann 
Chemin du Verger 3, CH-1338 Ballaigues, 
Switzerland  

Payments will be made to: Account holder (Sponsor): Sibar Health and Research Foundation 
Account number: 32850725192 
Name of Bank, City: State Bank of lndia, Guntur 
Address: arundalpeta 4th Line, 4th Cross Road, Arundelpet,Guntur 
District, Guntur, Andhra Pradesh-522002 
SWIFT code: SBININBB181   
IFS Code: SBIN0001014 

The invoice shall include all payment details and DS reference: 
E-2022-02
Terms of payment: 30 days
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dr vsk <drvskattimani@gmail.com>

Reg: BIG-17 Due Diligence_Final Documentation
Aryan Jaiswal Bioinnovation KIIT - TBI <aryan@kiitincubator.in> 26 August 2021 at 13:57
To: drvivekanandsk@gmail.com
Cc: Namrata Misra <namrata@kiitincubator.in>, Arpan Ghosh <arpan@kiitincubator.in>, Ray Saisoubhagya <sai@kiitincubator.in>

Dear BIG Grantee,

Greetings from KIIT-TBI!

We have finalized all the documents that you've submitted for the due diligence process of the BIG-17 call, and have attached them
herewith to this mail for your perusal.

The total budget allocated to you for the BIG project is 49.89 Lakhs.  

Please use the exact budget distribution given in Annexure-1 (attached herewith) for your MoU agreement as your final
budget.

Some of the documents are modified as per the BIRAC guidelines, therefore we request you to kindly go through them thoroughly and
let us know if you have any queries. (9348880168)

Kindly do all the necessary modifications and send all the updated agreement and no-lien bank account details by 30th August 2021,
01:00 PM positively.

PFA

--
Thanks & Regards,

Aryan Jaiswal
Program Associate-Bioinnovation
KIIT-Technology Business Incubator       

______________________________

E: aryan@kiitincubator.in
M: +91-9348880168
A: KIIT-TBI, KIIT University, Bhubaneswar-24
W: https://www.kiitincubator.in/ 
L: https://www.linkedin.com/in/aryan-jaiswal-a2a485152/

2 attachments

Annexure I -Budget justification Dr Vivekanand Kattimani 28 July 2021.xls
84K

Vivekananda Kattimani.zip
6837K

mailto:aryan@kiitincubator.in
https://www.kiitincubator.in/
https://www.linkedin.com/in/aryan-jaiswal-a2a485152/
https://mail.google.com/mail/u/0/?ui=2&ik=a34cb595fb&view=att&th=17b819240065d6c7&attid=0.1&disp=attd&realattid=f_kssnwo4u0&safe=1&zw
https://mail.google.com/mail/u/0/?ui=2&ik=a34cb595fb&view=att&th=17b819240065d6c7&attid=0.2&disp=attd&realattid=f_kssnwug91&safe=1&zw
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Date: 28/07/2020 
To 
Dr. K. Kishore Kumar, 
Professor, 
Dept. of Periodontics, 
Sibar Institute of Dental Sciences, 
Guntur. 

 
Dear Dr. Kishore Kumar, 

 
Congratulations! M/s Sri Durga Malleswara Education Improving Society 

has approved a grant of Rs. 25,000/- for your research project titled "Effect 

of non surgical periodontal therapy on salivary procalcitonin levels in 

chronic periodontitis patients with type II diabetic mellitus.". Our offer of this 

grant is subject to your agreement to:  

 
1) Use the grant funds only as specified in the grant proposal. 

2) Maintain the records of accounts of the utilization of grant funds. 

3) Acknowledge this project in scientific presentations and publications. 
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Date: 28/07/2020 
To 
Dr. M. Sridhar, 
Professor, 
Dept. of Pedodontics, 
Sibar Institute of Dental Sciences, 
Guntur. 

 
Dear Dr. M. Sridhar, 

 
Congratulations! M/s Sri Durga Malleswara Education Improving 

Society has approved a grant of Rs. 25,000/- for your research project titled 

"Centralization ability and canal transportation of root canals prepared with 

three commercially available pediatric rotary files - a cone beam 

computerised tomography study". Our offer of this grant is subject to your 

agreement to:  

 
1) Use the grant funds only as specified in the grant proposal. 

2) Maintain the records of accounts of the utilization of grant funds. 

3) Acknowledge this project in scientific presentations and publications. 
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Date: 21/10/2020 
To 
Dr. Varri Sujana, 
Professor, 
Dept. of Conservative Dentistry & Endodontics, 
Sibar Institute of Dental Sciences, 
Guntur. 

 
Dear Dr. Varri Sujana, 

 
Congratulations! M/s Sri Durga Malleswara Education Improving Society 

has approved a grant of Rs. 25,000/- for your research project titled " An In-

vitro Assessment of Dentinal Shear Bond Strength after Pretreatment with 

Silver Nanoparticles and Nanochitosan with Different Adhesion Protocols". 

Our offer of this grant is subject to your agreement to:  

 
1) Use the grant funds only as specified in the grant proposal. 

2) Maintain the records of accounts of the utilization of grant funds. 

3) Acknowledge this project in scientific presentations and publications. 
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           Date: 21/09/2020 
To 
Dr. P. Revathi, 
Professor & HOD, 
Dept. of Orthodontics, 
Sibar Institute of Dental Sciences, 
Guntur. 

 
Dear Dr. P. Revathi, 

 
  Congratulations! M/s Sri Durga Malleswara Education Improving 

Society has approved a grant of Rs. 25,000/- for your research project titled 

"Assessment of frictional resistances of newly introduction poly crystalline 

ceramic brackets". Our offer of this grant is subject to your agreement to:  

 
1) Use the grant funds only as specified in the grant proposal. 

2) Maintain the records of accounts of the utilization of grant funds. 

3) Acknowledge this project in scientific presentations and publications. 
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Date: 19/09/2020 
 
 

To 
Dr. P. Chandra Sekhar, 
Professor, 
Dept. of Oral Pathology, 
Sibar Institute of Dental Sciences, 
Guntur. 

 
Dear Dr. P. Chandra Sekhar, 

 
Congratulations! M/s Sri Durga Malleswara Education Improving 

Society has approved a grant of Rs. 20,000/- for your research project titled 

"Quantitative analysis of CD133 as a prognostic marker in Oral squamous 

cell carcinoma". Our offer of this grant is subject to your agreement to:  

 
1) Use the grant funds only as specified in the grant proposal. 

2) Maintain the records of accounts of the utilization of grant funds. 

3) Acknowledge this project in scientific presentations and publications. 
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Department of Forensic Odontology 

Certfflcabt ot Atbtndance 

This is to certify that Or. Khn K..,., K has completed a six~ contact module 

from 6-11 August 2018 as p'fl of the on&-y- FetloWship of Forensic Odontology in 

which he is currently enrolled at S.D.M. College of Dental Sciences and Hospital, 

Dharwad, Kamataka. 

As part of the contact module, Dr. Klnln Kumer K has gained experience in the 

methods of evidenoa collection and analysis in - ege estimation, odontometric 
sex assessment, population identification and fo<ensic bite mark investigation. 

Yours sincerely , 

~ . G.D.F.O. 

State Dental Council Reg. No. 7041-A 

Government-certified Forensic Dentist 

Associate Professor and Head 

Department of Forensic Odontology 

SOM College of Dental Sciences & Hospital 

Sattur, Oharwad - 580009 

Kamataka 

Mobile: +91-9880192052 

11 August 2018 

S.D.M. Educational Society's 

~, 
\ \~- J -

Shri Dharmasthala Manjunatheshwara College of Dental Sciences & Hospit, 
Sattur, Dharwad • 580009, Karnataka, India 
Tel : +91-836-2468142 (Ext. 1151 
Fax: +91-836-2467612 
Email: ashithacharya@lhotmail.com 
Web: www.sdmcds.org 
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APPENDIX 1 

NOBEL BIOCARE SUPPORT AND IN-KIND CONTRIBUTIONS 

SUPPPRT DATE IN-KIND C0NTRIBUTiON ··. : :::·, ·'. 
. ,, •. 1 I. ' , '; 

Upon signing this Max. 60 • NobelParallel Conical Connection with 
agreement and Cover Screw 
after receipt of 

Max. 30 Healing Abutme,nt Conical Connection ethic91 approval ,I 

' Max. 30 Temporary titanium abutments 
I - ' ' 

Max. 15 Impression coping 
" Max. 1 Protection Analog Conical Connection 

I 

·NP 5/pkg ' 
I 

.. I 

t Max. 60 _Implant replica Conical Connection 
' Max. 60 Universal Base (for screw retained 

' I prosthesis) I 

All in-kind contributions consist 0f components from Nobel Biocare's standard 
assortment. The value of the in-kind contributions Will be based on the published Nobel 

' Biocare price list in effect in India at the time of the contrib~tion. 

'f J The abovementioned in-kind contributions c;nstitute 'the maximum amount of support 
qranted to the Clinic. The actual amount of support'will be determined based on the actual 

''\ ~onsumption of support (see claL1ses ,2 •and 7). In no event will the Support exceed the 
abovementioned in-kind contributio~1s. The •Support. is inclusive of all taxes, charges, fees, 
postage, etc., if any (i.e. Nobel Bioc~re will not reimburse Clinic for any taxes, charges, fees 
etc., unless expre~sly agreed otherwise in writing). 

·,i J 

The ordering of the in-kind contribution components as mentioned above can be 
initiated after the sign'ing of this Agreement · by both Parties at the earliest 'and shall 
exclu~iv~IY be made through the competent clinical research manager, not via commercial 
platforms such as Nobel Biocare customer service or the e-Shop or the NobelProcera 
software. The applicable ordering process will be commynlcated by the competent clinical 
research manager vylthout delay after the signing of this Agreement by both Parties. In case 
of non~compliance with any of the above instructions, cqmponents will npt be considered as 

" in l<ind contribution according to this Agreement 'and Nobel will not reimburse or revoke any 
, fl I 

invoiees· received for such orders. ' 

'I ' .. -
I' ' I 

Page 7 of 12 
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	Avula Samatha <dra.samatha@gmail.com>
	Mini Suri
	E-2022-01 Letter of Agreement final_updated.pdf
	DS Support
	DS obligations under the Study will be explicitly limited to provide:
	The Parties acknowledge that the amounts to be paid by DS under this Agreement are reasonable compensation, and represents DS’s full and complete obligation for any and all work performed by Sponsor, PI and Study Site Staff (as defined below). All pa...
	1.3 The Parties confirm that the rights and obligations arising out of this Agreement do not relate to or influence in any way whatsoever potential future business relationship between the Parties including but not limited to the formation of pricing ...

	Representations and warranties
	2.1.2 The Study is carried out in accordance with this Agreement, the Study Protocol, the ISO 14155 standard, all applicable laws and requirements, any condition required by a regulatory authority and/or an independent ethics committee/institutional r...
	2.1.3 Sponsor shall report all product claims that may occur to DS’s local representatives.
	2.1.5 There will be adequate time and resources to conduct the Study within the agreed time- schedule and to complete the Study before October 2022. In the event it has been determined by the Parties that the date for Study completion shall be postpon...
	2.1.6 DS gets informed of any changes (e.g. in equipment, or Study procedures) that may affect the use of the Study Products or completion of the Study.
	2.1.7 The Study Products will be used only for this Study and only in accordance with the Study Protocol, Appendix 1 of this Agreement and in accordance with DS’s instructions for use or other guidance. The Study Product shall remain the exclusive pro...
	2.1.8 The medical (hospital/practice) records for each patient contain information according to local regulatory requirements.
	2.1.11 Sponsor, PI and all those investigators, employees, agents, students and others who are engaged by Sponsor and/or PI in the conduct of the Study (the “Study Site Staff”) will be properly registered with appropriate registration bodies and are s...
	2.1.12 Neither Sponsor nor PI is subject to any conflicting obligations or legal impediments that might interfere with the performance of the Study or that might impair the acceptance of the resulting data by any regulatory authority or the grant of r...
	2.1.13 Sponsor and PI shall provide DS with the following information and materials:

	Publication, review and disclosure of Study Data
	3.3 Disclosure. DS will not disclose the Study Data to any third party as long as such Study Data remains unpublished or publicly undisclosed by Sponsor and/or PI, except that DS may disclose such Study data to its affiliates on a need-to-know basis i...
	It’s noted that DS may disclose the Preliminary Study Data before the Study Data has been made public, provided prior written approval from the Sponsor and the PI has been obtained in each case and such disclosure would not be in conflict with future...

	Confidentiality
	For purposes of this Agreement, confidential information means any information of DS, whether of a technical, business or other nature, including, but not limited to, information that relates to DS’s trade secrets, products, promotional material, dev...
	At all times during the Term of this Agreement (as defined below) and for a period of five (5) years following termination or expiration of this Agreement, neither Sponsor nor PI shall, without DS’s prior written consent, publish, disseminate or othe...
	The obligations of confidentiality in Section  1 shall not extend to any Confidential Information that: (a) Sponsor can prove was lawfully obtained from a third party without any obligation of confidentiality, (b) Sponsor can prove was known to it pr...
	Neither Party shall make any public announcement relating to this Agreement or the transactions covered by it or mention or otherwise use the name, insignia, symbol, trademark, trade name or logotype of the other Party or its affiliates in any public...

	Personal Data
	Liability of the Parties
	7 Term and Termination
	7.1 This Agreement shall commence upon the Effective Date and shall continue until the completion of the Study (the “Term”), unless this Agreement is earlier terminated in accordance with this Article 7.

	8 Miscellaneous
	8.1 Assignment. This Agreement may not be assigned by either Party in whole or in part without the prior written consent of the other Party, except that DS without such consent may assign this Agreement and its rights and obligations hereunder to any ...
	8.2 Governing Law. This Agreement shall be governed by the laws of Sweden.
	8.3 Entire Agreement. This Agreement constitutes the entire agreement between the Parties with respect to the subject matter of the Agreement. This Agreement supersedes all prior agreements, whether written or oral, with respect to the subject matter ...
	8.4 Amendment. Any amendment or modification of this Agreement must be in writing and signed by authorised representatives of both Parties.
	APPENDIX 1



	in-vitro ATP study 2022-03-26.pdf
	MATERIALS AND METHODOLOGY 2022-03-08_final.pdf
	E-2022-01 Letter of Agreement final_updated
	8 Miscellaneous
	8.4 Amendment. Any amendment or modification of this Agreement must be in writing and signed by authorised representatives of both Parties.
	APPENDIX 2
	Total cost: USD 2 000



	E-2022-02 Letter of Agreement final_220705
	DS Support
	DS obligations under the Study will be explicitly limited to provide:
	The Parties acknowledge that the amounts to be paid by DS under this Agreement are reasonable compensation, and represents DS’s full and complete obligation for any and all work performed by Sponsor, PI and Study Site Staff (as defined below). All pa...
	1.3 The Parties confirm that the rights and obligations arising out of this Agreement do not relate to or influence in any way whatsoever potential future business relationship between the Parties including but not limited to the formation of pricing ...
	1.4 Neither the Sponsor nor the PI shall seek payment from any third party for the services provided to a patient solely as a result of such patient’s participation in the Study or the costs incurred in connection therewith.

	Representations and warranties
	2.1.2 The Study is carried out in accordance with this Agreement, the Study Protocol, the ISO 14155 standard, all applicable laws and requirements, any condition required by a regulatory authority and/or an independent ethics committee/institutional r...
	2.1.3 Sponsor and PI shall comply with the local requirements relating to the reporting of possible adverse events and serious adverse events (“SAE”) to the IEC/IRB and/or the regulatory authority. Sponsor and PI agree to report any SAE that are consi...
	2.1.5 There will be adequate time and resources to conduct the Study within the agreed time- schedule and to complete the Study before August 2022. In the event it has been determined by the Parties that the date for Study completion shall be postpone...
	2.1.6 DS gets informed of any changes (e.g. in equipment, or Study procedures) that may affect the use of the Study Products or completion of the Study.
	2.1.7 The Study Products will be used only for this Study and only in accordance with the Study Protocol, Appendix 1 of this Agreement and in accordance with DS’s instructions for use or other guidance. The Study Product shall remain the exclusive pro...
	2.1.8 The medical (hospital/practice) records for each patient contain information according to local regulatory requirements. For Study specific information, a case report form provided by Sponsor will be used and considered as source document.
	2.1.9 Sponsor and PI are responsible for that the Study patients, as in routine health care, are covered by medical insurance for standard of care procedures.
	2.1.11 Sponsor, PI and all those investigators, employees, agents, students and others who are engaged by Sponsor and/or PI in the conduct of the Study (the “Study Site Staff”) will be properly registered with appropriate registration bodies and are s...
	2.1.12 Neither Sponsor nor PI is subject to any conflicting obligations or legal impediments that might interfere with the performance of the Study or that might impair the acceptance of the resulting data by any regulatory authority or the grant of r...
	2.1.13 Sponsor and PI shall provide DS with the following information and materials:

	Publication, review and disclosure of Study Data
	3.3 Disclosure. DS will not disclose the Study Data to any third party as long as such Study Data remains unpublished or publicly undisclosed by Sponsor and/or PI, except that DS may disclose such Study data to its affiliates on a need-to-know basis i...
	It’s noted that DS may disclose the Preliminary Study Data before the Study Data has been made public, provided prior written approval from the Sponsor and the PI has been obtained in each case and such disclosure would not be in conflict with future...

	Confidentiality
	For purposes of this Agreement, confidential information means any information of DS, whether of a technical, business or other nature, including, but not limited to, information that relates to DS’s trade secrets, products, promotional material, dev...
	At all times during the Term of this Agreement (as defined below) and for a period of five (5) years following termination or expiration of this Agreement, neither Sponsor nor PI shall, without DS’s prior written consent, publish, disseminate or othe...
	The obligations of confidentiality in Section  1 shall not extend to any Confidential Information that: (a) Sponsor can prove was lawfully obtained from a third party without any obligation of confidentiality, (b) Sponsor can prove was known to it pr...
	Neither Party shall make any public announcement relating to this Agreement or the transactions covered by it or mention or otherwise use the name, insignia, symbol, trademark, trade name or logotype of the other Party or its affiliates in any public...

	Personal Data
	Liability of the Parties
	7 Term and Termination
	7.1 This Agreement shall commence upon the Effective Date and shall continue until the completion of the Study (the “Term”), unless this Agreement is earlier terminated in accordance with this Article 7.

	8 Miscellaneous
	8.1 Assignment. This Agreement may not be assigned by either Party in whole or in part without the prior written consent of the other Party, except that DS without such consent may assign this Agreement and its rights and obligations hereunder to any ...
	8.2 Governing Law. This Agreement shall be governed by the laws of Sweden.
	8.3 Entire Agreement. This Agreement constitutes the entire agreement between the Parties with respect to the subject matter of the Agreement. This Agreement supersedes all prior agreements, whether written or oral, with respect to the subject matter ...
	8.4 Amendment. Any amendment or modification of this Agreement must be in writing and signed by authorised representatives of both Parties.
	APPENDIX 1



	IN VIVO STUDY cleaned up 2022-03-15
	study design updated 2022-07-05
	E-2022-02 Letter of Agreement final_220705
	8 Miscellaneous
	8.4 Amendment. Any amendment or modification of this Agreement must be in writing and signed by authorised representatives of both Parties.
	APPENDIX 2
	Total cost: USD 2170
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