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Introduction :-
Statement of the problem:
After tooth extraction, host bone resorption and atrophy of alveolar ridge may be observed. Sutton et al. classified different degrees of alveolar ridge atrophy. Bone resorption occurs specially in incisors and premolar area of jaw in region of thin buccal lamella that may lead to change in contour. Total clinical bone loss height approximately 2-5 mm at first 6 months may be observed in vertical dimension , after 12 months alveolar ridge may lose up to 50 % of its width. 
[bookmark: _Hlk508823071](Valdec el al.2017)
Rationale for carrying out the trial:
Dentin composes more than 85% of tooth structure and can serve as native bone grafting material. It’s evident that teeth become grafts that gradually and slowly are replaced by bone.
(Binderman et al. 2014)
Chemically dentin shows close relationship to bone and showed good osseous regeneration in animals.
(Valdec el al.2017)
Cost effective because there are no expenses for graft material also Decreasing post operative infection on patient using his own tooth structure . 

Background and review of literature:-
[bookmark: _Hlk496386063]Recently augmentation with bone grafting became one of the most common techniques surgically ; progressive bone resorption may be prevented by using augmentation procedures with use of graft materials. The gold standard in regenerative procedures is autogenous bone graft because of osteoinduction , osteoconduction and ostointergration properties required in regeneration. In autogenous bone graft there is need for a second surgerical site , donor site morbidity and limited availability will lead to challenge for alternative biomaterials
(Kabir et  al. 2015).
[bookmark: _Hlk496736952]Extracted healthy non functional teeth from human are considered to be a dental waste all over the world. High proportion of extracted sockets are left untreated for physiological healing. Inadequate or failure of bone healing in sockets has been seen due to absence of bone graft material. Stem cells, matrix , trace metal ions and growth factors are rich in human tooth. Bone and dentin tissue structure are different but ratio of components is similar (mineral 70% , collagen 20% and body fluid 10% by weight). Dentin after demineralization is mainly composed of type 1 collagen 95% and non collagenous proteins as growth factors 
(Kabir et  al. 2015).
[bookmark: _Hlk496736815][bookmark: _Hlk508822977]Teeth , jaw bones and alveolar bone develop from cells of neural crest origin and many proteins common to dentine , bone and cementum. Not surprising that Previous studies have shown methods of processing bovine dentin into particulate and sterile grafting material for preservation of alveolar ridge  described and tried into animals. Root canaled teeth should not be employed in this procedure because of contamination with foreign materials. But crown and fillings can be removed and clean dentin of tooth crown may be used for immediate grafting 
(Binderman et al. 2014).
[bookmark: _Hlk496736633]Different methods of alveolar ridge preservation have been described to prevent this bone atrophy and resorption. Augmentation of extracted sockets with bone is well known and it is the gold standard. Clinical techniques like socket shield were also performed to prevent alveolar bone resorption. Studies have shown osseointegration of implants inserted indicating biocompatibility of autologous tooth material. Applying dentin as bone substitutes for augmentation may be useful to become an alternative to allogenic materials. 
[bookmark: _Hlk508821532][bookmark: _Hlk499934706](Valdec el al.2017)	

Aim of the study 
To evaluate soft tissue esthetics around immediate dental implants with dentine chips and xenograft in thin buccal bone .

PICOS

P- Patients with non-restorable tooth indicated for implant placement with thin buccofacial bone

I- Dentin chips with immediate implantation

C- Xenograft with immediate implantation 

O- Soft tissue aesthetics  



Primary outcome: 
- Soft tissue esthetics : pink esthetic score will be taken by photos from the day of surgery till 12 months postoperatively. 
The PES will evaluate the mesial papilla, distal papilla, curvature of the facial mucosa, level of the facial mucosa, and root convexity/ soft tissue color and texture at the facial aspect of the implant site as five variables. A score of 2, 1, or 0 is assigned to each of five PES parameters. Thus, in case of an implant restoration, a maximum total PES of 10 is possible

Secondary outcomes: 
-implant stability measure at time of surgery and time of exposure 
-Post-operative pain: A “Numerical rating scale” will be filled by the participating patient at visits numbers 3 to 11 (9 times) to be later analysed 

S- Randomized controlled clinical trial

Research question:
In adult patients with non restorable upper anterior or premolar teeth with thin buccal bone (1mm) requiring immediate implant placement, will dentin chips with immediate implant result in preserving the buccal bone thus preserve soft tissue aesthetics compared to xenograft with immediate implant ?

Objectives:
Primary objectives 
To preserve soft tissue esthetics measured using pink esthetic score 

Secondary obectives
To minimize Changes in buccal bone and crestal bone resorption , to improve implant stability and pain reduction.




Research hypothesis:

Null hypothesis: 

There is no difference regarding soft tissue aesthetics between dentine chips with immediate implants and xenograft with immediate implants.

Trial design:

Parallel groups, Randomized Controlled Clinical Trial, with 1:1 allocation.

Methods: Participants, interventions, and outcomes

Study setting:
Periodontology clinic , Department of oral periodontology and oral medicine of Faculty of Oral and Dental Medicine, Cairo University


Eligibility criteria: 
Inclusion criteria:
· Patient related :
· Patient who only need to restore this single tooth.
· Good oral hygiene 
· Systemically healthy (free from any systemic diseases)

· Site related :
· Hopeless tooth (irrestorable, badly broken, endodonticaly treated) indicated for extraction and immediate implant placement 
· Esthetic area with thin buccal bone 
· Having peiapical bone more than 3mm for primary stability


Exclusion criteria :
· Patient related :
· Smokers
· Pregnant woman

· Site related 
· Teeth that have to be extracted due to advanced periodontal bone loss        
· Trauma in aesthetic area 
· Periapical infection.

Interventions: 

Preoperative measures:

- All subjects will pass through phase I therapy (Supragingival scaling, subgingival debridement and oral hygiene instructions) by C.H before any surgical procedures.
- all subjects will be  examined by C.H to determine patient compliance with oral hygiene procedures (tooth brushing twice daily and chlorhexidine HCL 0.12% mouthwash [footnoteRef:1]twice daily). [1: 1.	Hexitol mouthwash 100ml, ADCO, Alexandria, Egypt
2.	Sirona dental system GmbH, Bensheim, German
3.             On Demand 3D, Cybermed Inc., Techno Ville, Gasan-dong, Geumcheon-gu, Seoul, South Korea
4.	Septodent, France
] 

- Study casts for case study are fabricated.
- CBCT 2 scan using On Demand 3D3 will be  performed to record preoperative ridge width and height measurements and specially crestal bone in aesthetic area.
Surgical phase:
1. The main operator (C.H) will perform all procedures under local anesthesia4 (4% articaine with 1/200 000 adrenaline Solution), using a local infiltration technique.
2- A 1 capsules loading dose of Antibiotic 875 mg of Amoxicillin and 125 mg of Clavulanic acid tablet (1 g Amoxicillin Clavulanate)5 are given orally to the patient 1 hour before the procedure for insuring aseptic condition for the surgery.
Intervention for test group (Group A):
· The non-restorable tooth will be  extracted atraumatically using a periotome 
· the root will be scrabed with a curret to clean it from any periodontal ligaments remnants , cementum , enamel and pulp or endo filling.
· Will Cut the dentine into small blocks , milling it in a bone mill to obtain dentine chips used after implant placement.
· Dentine particles will be immersed in 70 % ethanol 5 in a sterile container for 10 minutes to remove any soft tissue remnants, bacteria and smear layer (defatting and sterilization).
· Tooth particles will be demineralized using  HCL6 for 20 minutes to expose the dentine organic matrix. 
· The bacteria-free particulate dentin will be washed with phosphate buffered saline 7  twice for 5 minutes to restore the pH balance to The osteotomy site will be done using appropriate drill sizes
· A paralling pin will be applied to assure the implant future position behind the dentin chips and an periapical x-ray is taken
· The implant 8[footnoteRef:2]will be inserted in place also dentine chips in  jumping gap and another periapical is then taken by (C.H)  [2: 5.	(El-Gomhouria CO. Egypt)
6.	(El-Gomhouria CO. Egypt)
7.	(El-Gomhouria CO. Egypt)
8.	Neobiotech USA. Inc.
] 

· Coronal advancement flap will be done and Suturing to cover the graft used 

Intervention for control group (Group B): 
Same as test group, extraction of the root will be performed atraumatically and xenograft with immediate implantation will be performed 

Post-operative care:


Post-surgically patients will be prescribed for cold therapy immediately after the surgery. 1 g Amoxicillin Clavulanate (875 mg of Amoxicillin and 125 mg of Clavulanic acid tablet ) 9 twice daily for 7 days, anti-inflammatory tablet (50mg Diclofenac)10 three times daily and Povidone Iodine (1%) mouthwash11 twice daily are prescribed. Sutures12 will be removed after 7-10 days.

Follow-up (postsurgical after 6 months and 12 month):
Immediately before and after the surgery standardized radiographic CBCT scans will be performed indicating the position of the dentine chips and amount of buccal bone resorption width gain with the level of crestal bone. Again a CBCT will be  taken after 12 months to insure that dentine chips is replaced by bone or not and no resorption is found. Also pain scales are going to be assessed during such appointment
Appointments will be assigned once weekly for the next 2 weeks to assess the pain and swelling and collection of the assessment records at the end of 2 weeks

Prosthetic phase:
1. After 6 months periapicals will be performed by (C.H).
2. Implant exposure procedure will be  performed under local anesthesia and healing collars are inserted for 1 week then replaced by permanent abutments by (C.H).
4. Impressions[footnoteRef:3]3 will be taken and fixed prosthesis is fabricated accordingly by (C.H). [3: Hibiotic 1 gm, Amoun pharmaceuticals, El Obour city, Cairo, Egypt.
Cataflam 50mg, Novartis Pharma S.A.E, El Sawah St., El Amriya, Cairo, Egypt
Betadine mouthwash, El Nile, licensed Mundipharma AG, 41 Farid St., Heliopolis, Cairo,      
       Egypt.
Ethicon, coated vicryl, 1.5 ph., EUR
Express, 3M ESPE, 3 M Corporate Headquarters, Maplewood, Minnesota
] 

5. Delivery will be  assessed with removal of any excess cement to prevent any food stagnation and infection that would compromise the fragment of root left intact and ends in failure of the implant.

Criteria for discontinuing intervention 



- Infection.
- Bone plate fracture.
- Exposure of the dentine chips 
- Implant mobility.
- Poor implant positioning.

Strategies to improve adherence to intervention protocol: 

Patient will be called before appointments two to three days to come follow up and he / she will receive the prothesis at the end of the study.

Relevant concomitant care and interventions that are permitted or prohibited during the trial: 
Postoperatively the patients are given analgesics, oral antibiotic therapy, and chlorhexidine (0.12%) mouthwash for at least one week.

Outcomes: 

	Outcome
	Measuring device 
	Measuring unit 

	Primary: 
soft tissue aesthetics 
	
Pink aesthetic score
· mesial papilla
· distal papilla
· curvature of the facial mucosa and level of the facial mucosa
· root convexity
· soft tissue color and texture at the facial aspect of the implant site 

(Vanlıoğlu et al 2014)

	
Pes scores
A score of 2, 1, or 0 is assigned to each of five PES parameters with maximum total PES of 10 is possible.

	Secondary :-
Buccal bone resorption , crestal bone 


Implant stability 


Pain 

	CBCT





Ostell
(Lakshmi , 2014) 

Numerical rating scale
(Breivik et al., 2008)
	mm





ISQ


From 0 to 10
0 to 1 have no pain
1 to 3 mild pain 
4 to 6 moderate pain
7 to 10 severe pain 




Patient’s Timeline


	Time point
	T0
	T1

	T2
(Surgical phase)
	T3
(One Week post-surgical)
	T4
(1 month post-surgical)
	T5
(4 months post-surgical)
	T5 (6 months post-surgical)
	T6 (12 months post-surgical)

	Enrollment
	X
	
	
	
	
	
	
	

	Eligibility screen
	X
	
	
	
	
	
	
	

	Informed consent
	X
	
	
	
	
	
	
	

	Initial phase (Oral hygiene measures)
	
	X
	
	
	
	
	
	

	Standardized radiograph
	X
	
	X
	
	
	
	
	

			Allocation
	
	
	X
	
	
	
	
	

	CBCT

	X
	
	
	
	
	
	X
	X

	Intervention (Surgical procedure)
	
	
	X
	
	
	
	
	

	Post-operative Care
	
	
	X
	
	
	
	
	

	 mesial papilla

	
	
	X
	
	X
	X
	X
	X

	distal papilla

	
	
	X
	
	X
	X
	X
	X

	curvature of the facial mucosa and level of the facial mucosa

	
	
	X
	
	X
	X
	X
	X

	root convexity

	
	
	X
	
	X
	X
	X
	X

	soft tissue color and texture at the facial aspect of the implant site 

	
	
	X
	
	X
	X
	X
	X

	Crestal bone
	
	
	X
	
	
	
	X
	X

	Buccal bone resorption
	
	
	
	
	
	
	X
	X

	Exposure of dentine chips
	
	
	X
	X
	X
	X
	X
	X

	Post-Operative Pain
	
	
	X
	X
	
	
	
	

	Wound healing 
	
	
	X
	X
	
	
	
	

	Prothetic assessement
	
	
	
	
	
	
	X
	X

	Prothetic loading 
	
	
	
	
	
	
	X
	X



Sample Size: 
The aim of this study is to evaluate pink esthetic score of Autogenous dentin chips with immediate implantation versus conventional immediate implantation in thin buccal bone .
Based on a previous study by Arora & Ivanovski 2017 the difference in PES between 2 groups is 1 ± 0.59
Using power 80% and 5% significance level we will need to study 7 in each group this number have been increased to a sample size of 8 in each group to adjust for using a nonparametric test. The number is increased again to 10 in each group to compensate for losses during follow up. Sample size calculation was achieved using PS: Power and Sample Size Calculation software version 3.12 (Vanderbilt Univeristy, Nashville, Tennessee , USA)

Statistical Methods
Data will be analyzed using IBM SPSS advanced statistics (Statistical Package for Social Sciences), version 21 (SPSS Inc., Chicago, IL). Numerical data will be described as mean and standard deviation or median and range. Categorical data will be described as numbers and percentages. Data will be explored for normality using Kolmogorov-Smirnov test and Shapiro-Wilk test. Comparisons between two groups for normally distributed numeric variables will be done using the Student’s t-test while for non-normally distributed numeric variables will be done by Mann-Whitney test. Comparisons between categorical variables will be performed using the chi square test. A p-value less than or equal to 0.05 will be considered statistically significant. All tests will be two tailed.

Recruitment strategy:
· Patients are selected from the outpatient clinic of the Oral and Maxillofacial Surgery Department – Cairo University
· Consecutive sampling is done through screening of patients. This continues until the target population is achieved.
· Identifying and recruiting potential subjects is achieved through patient database.

Allocation: 
generating randomization and sequence generation :

Patients will be randomly assigned to either test or control group using computer generated randomization (www.randomizer.org) which will be performed by Dr.Mona Shoeib . The patients will be allocated to either in dentine chips group  or xenograft group.

concealment mechanism: 
Opaque sealed envelopes containing random numbers will be  used for allocation. 

Implementation :-
Participants will be enrolled  assigned to interventions by Dr.Ahmed Reda

Blinding: 
The operator is not blinded because he is responsible for all the clinical procedures and material gathering, the patient also is not blinded because he should be aware that tooth structure will be extracted as in immediate implantation or the root is going to be chipped and putted again in his body. The statistician is blinded and (Dr. Abdullah Mattar )Assessor will be blinded to avoid assessment bias as he participates in the outcome analysis method and data collection of each the intervention and the comparator. 

Data collection methods: 

Photos is going to be used to evaluate soft tissue esthetics at (T1) before surgery and (T2) after surgery and (T3) after 12 month of surgery 
CBCT standardized scans are used to evaluate bone resorption and crestal bone resorption at (T1) within the first days after surgery and (T3) after 5 months at implant uncover procedure. 
Paper based numerical pain scale assessments are filled by the patients immediately after the surgery and for 2 weeks. 
The operator will fill Paper based descriptive scale of pain twice (after 1 week and after 2 weeks).
Data concerning the site of the ridge deficiency, crest-split, expansion and implant placement. Implant exposure procedure and prosthodontic treatment will be recorded. Subsequently, clinical and radiographic monitoring as described will be performed. 

Data management: 
Each patient will have a file containing all paper based and electronic data (casts, CBCT CDs, pain scale, swelling scale, signed consent form and paper with all the data concerned with the patient and surgeries). 

Plans to promote participant retention & complete follow-up: 
Patients will be informed before the surgical phase about the importance of the follow up visits and it affects the outcome of the procedures 
Recording the patient’s ID number, full name, telephone numbers (home, mobile and work) and address (home and work) to be used if needed. Reminder phone calls will be used prior to any appointments. 


21. Data monitoring
	
No formal data monitoring committee will be needed since it is a study with known minimal risks.


22. Harms	

Any temporary or permanent adverse effect will be recorded and documented. 


23. Auditing

No formal auditing committee is available. 


Research ethics approval: 
Ethical approval of such protocol is carried out by the Ethics Committee of Scientific Research - faculty of oral and dental medicine – Cairo University. 


Protocol amendments: 
If any amendment is needed for the patient’s greater interest and would affect the study will be discussed and approved/rejected by the Council of the Department of Oral Medicine, Periodontology, and Oral Diagnosis, Faculty of Oral and Dental Medicine, Cairo University. 

Consent:
After discussing the treatment plan with the patient and educating the patient with all the data needed and complications that could be met, an arabic consent form is signed by the willing participants. 

Confidentiality: 
Files holding all patient information are placed in areas with limited access. Coding and numbering of the patients are used on data collection and administrative files so not to use names and personal data on the records used. 



Access to data: 
Access is given to the principal investigators (Prof. Mona Aly Shoeib) according to their needs. 

Ancillary and post-trial care: 
Patient follow-up will continue until complete healing and therapy success. 

Dissemination policy: 
The current study results are part of the requirements for Master degree in Oral Periodontology, and are published accordingly. 

The authors are to discuss all topics for future presentation and publication of the data.




















Appendix
























1. Pain scale:
Filled in by the patient.
Numerical rating scale (Breivik et al. 2008)

[image: ]



Diagnostic chart

Demographic info:

Name:
Age:
Sex:
Medical history:
Phone number:
Occupation:

Surgery related info:

Surgical site: (tooth, Rt or Lf)
Surgical technique:
Baseline data:
Buccal bone thickness……………

















Assessor chart

Surgical procedure

Post-operative measurements:

a) Immediately after implant insertion:
soft tissue esthetics (photo) ………..
buccal bone resorption (radiographically) …………….
Implant stability (osstel)…………….

b) 2 weeks’ post-operative:
pain score……….

c) 6 months’ post-operative:
[bookmark: _Hlk504667166]soft tissue esthetics (photo) ………..
Buccal bone resorption……………

d) 12 months’ post-operative
[bookmark: _Hlk504667142]soft tissue esthetics (photo) ………..
Buccal bone resorption……………













Examination sheet
Medical history






Dental history






chief complaint
· History of chief complaint





· extra-oral examination





· intra-oral examination






radiographic examination








laboratory investigations







Diagnosis








treatment plan






surgical procedure                                                          date



postoperative instructions and medications












follow up and post-operative complications















possible management of complications                                 Date





	
	HEALTH HISTORY
Name: _____________________________________________________________
Address: _____________________________________________
Home Phone_____________________ Cell ____________________
Date of Birth: _____________ Age: ______ Sex: M \\ F: ____________
Dentist: _________________________________________
Referred by: _____________________
Physician: _______________________ Physician phone: ________________
IN CASE OF EMERGENCY PLEASE CONTACT:
NAME: ________________________________________
Phone: ________________________________________
Have you ever had any of the following? (Check YES or NO)
Angina/Chest pain 
Epilepsy 
Kidney Disease
Arthritis 
Heart Attack 
Pacemaker
Asthma 
Heart Disease
Rheumatic Fever
Bleeding Problems 
Heart Murmur 
Shortness of Breath
Blood Clots 
Heart Surgery 
Surgery
Cancer 
Hepatitis 
TB
Diabetes 
Hypertension 
Thyroid
Dialysis 
Immune Problems 
TM Joint Problem
Emphysema 
Joint Implant 
*
Heart Problems:
_______________________________________________________________


Surgery:
________________________________________________________________
 
Have you EVER had an allergic reaction to drugs or food: NO \\ YES (indicate
which drugs/food):
Penicillin \\ Sulfa \\ Codeine \\ Novocaine \\ Aspirin \\ LATEX \\ PEANUTS
Other:
__________________________________________________________________
List all medications you CURRENTLY take, including birth control pills and/or
bisphosphonates such as:
Didronel, Skelid, Fosamax, Actonel, Boniva, Aredia or Zometa--- use separate
sheet if needed:
_____________________________ ___________________________ _
Vital Signs
BP_______________
Social History: (Past or Current)
Tobacco use: ___________ packs per day for _________ years.
Alcohol use: _____________________
Education History: HS Diploma_____ College_____ Graduate School_____
Other _________________
Family Medical History:
Marital Status: __________________________________
Children: _____________________________
Cancer: _____________________ Heart Disease: ________________
Other: ____________________
Have you ever received radiation therapy of the head, face or jaws? YES \\ NO

Periodontal Clinical Parameters:
-Periodontal chart online will be filled for every patient (T-ve)
-Follow up at T3








Follow up sheet
	No. of patients


	Primary outcome 

	Secondary outcome

	Tertiary outcome

	Quaternary
outcome


	
	soft tissue Esthetic
	Buccal bone resorption

	Implant stability

	Pain 

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	




	Date:
	Notes:


	
	

	
	

	
	










2-Consent

[image: ]نموذج الموافقة المستنيرة
لاجراء بحث طبى على شخص متطوع مصرى
جامعة القاهرة
كلية طب الفم و الأسنان
لجنة أخلاقيات البحث العلمى




إسم الشخص محل البحث :- ...............................       السن)تاريخ الميلاد:-..........................
الواصى / ولى الأمر)ينطبق/لاينطبق :- .................       صلة القرابة :- .................................
العنوان :-......................................................       التليفون :- ......................................

عنوان البحث باللغة العربية و الأنجليزية :-
Soft Tissue Esthetic with Autogenous Dentin Chips and Immediate Implantation versus Conventional Immediate Implantation with Xenograft in Thin Buccal Bone: (Randomized Controlled clinical trial )

جمالية الأنسجة اللينة مع رقائق العاج التلقائي و غرس فوري مقابل زرع فوري تقليدي مع طعم أجنبي في عظم الشدق الرقي: (تجربة سريرية عشوائية)

هدف من إجراء البحث: -
تقيم التغييرات العظميه بعد المعالجه بخلع السن و طحنهو استخدامه في المسافة الفاصلة بين الزراعة و العظم فيقوم بتعويض و تحسين الشكل الجمالي للمريض
الفائدة العامة من البحث: -
حل مشكلة االمرضى اصحاب االتآكل العظمى العرضى و الطبقه العظميه الرقيقه فى المنطقة الأمامية من الفك العلوى عند محاولة اعادة التأهيل بأسنان اصطناعية ثابتة .
الفائدة الشخصية للشخص المتطوع فى البحث: -
اعاده التاهيل الاصطناعي للاسنان الاماميه المفقوده بالفك العلوي مما سوف يعمل علي تحسين اسلوب حياه المريض بشكل عام و تحسين قدرته علي الاكل و الكلام بشكل خاص.

- ما سوف يتم إجرائه على المريض بالتفصيل( يشمل خطوات العمل بأختصار و عدد الزيارات و التكاليف التى سيتحملها المريض إن وجدت )
· كشف مفصل (أشاعات مقطعية و قياسات سريرية(.
· مجموعة (A) سوف يتم قسم الجدر الي نصفين و خلع النصف الخلفي و وضع غرسات الاسنان
· مجموعه (B) سوف يتم خلع الجدر بالكامل و وضع غرسات الاسنان .
· أشاعات مقطعية قبل الجراحه و بعد الجراحه مباشره و بعد 12 أشهر.
· بعد 4 أشهر, فتح على الغرسات و أخذ مقاسات التركيبات الثابتة )بورسيلين بقاعدة معدنية( المستقبلية ثم لصقها في خلال شهر.
· متابعة الحالة لمدة 12 أشهر و أستخدام أشاعات مقطعية.


-عدد الزيارات المتوقع - 6 زيارة.

-تكلفة العلاج :يتحمل المريض تكاليف (جنية مصري)
· الأشاعات المقطعية ( 120 * 3 = 360 )
· الغرسات ( 1300 /غرسة(
· التركيبات ( 155 /سنة واحدة(
سوف يتم مساعدة المريض ماديا عند عدم المقدرة.
-الأعراض الجانبية المتوقع حدوثها و كيفية التعامل معها: -
· ورم و آلآم محتملة و متحكم فيها بالأدوية.
· فكك ف الاسنان الصناعيه.
اسم ورقم تليفون المسئول عن البحث عند وجود أى استفسار للمتطوع أو فى حالة حدوث أى أعراض غير-
متوقعة: شيرين عماد محمود 01223405353

موافقة الشخص محل البحث:............................................

اقرار الطبيب القائم بالبحث: شيرين عماد محمود ..............................

إسم و توقيع المشرف على               أ.د مني علي شعيب ................................
البحث:           
                                                أ.م.د أحمد رضا .........................................
 





المعرفة الكاملة للمريض لخطوات البحث


	

1. لقد اطلعت بعناية وفهمت الغرض من إجراء البحث وطبيعة هذه الدراسة ، وأنا أفهم ما هو ضروري لإنجاز هذه الإجراءات.
2. قد أعلمنى الطبيب الباحث بالبدائل العلاجية الممكنة لهذا البحث .
3. لقد أبلغنى الطبيب الباحث بجميع المخاطر المحتملة لهذاه البحث و كيفية التعامل معها.
4. أوافق على التصوير والتسجيل ، وجميع أنواع الأشعة والتي يتعين القيام بها فى هذا الدراسة ، بشرط عدم الكشف عن هويتي.
5. لقد قدمت تقريرا دقيقا عن تاريخ حالتى الصحية . وأبلغت الطبيب بجميع أنواع ردود الأفعال الصحية أو الحساسية غير العادية من الأدوية أوالأغذية أولدغ الحشرات أومواد التخدير أوالغبار أو أى ردود أفعال حدثت لى من أى مواد أخرى ، أونزيف غير طبيعي أو أي ظروف أخرى ذات صلة على صحتي
6. أقر بأننى غير مشترك فى أى بحث أخر منذ بداية هذا البحث و حتى إنتهائه و أننى سأعلم الطبيب الباحث لو دخلت أى بحث أخر طوال فترة هذا البحث

ملحوظة:
.1 من حق المتطوع الانسحاب من البحث فى أى وقت مع حق الباحث فى استخدام النتائج التى تم التوصل إليها.
.2 يجب حصول المتطوع على صورة من الإقرار.
a. يتعهد الطبيب المسئول عن البحث بالحفاظ على سرية المعلومات الخاصة بالشخص محل البحث.
b. أوافق على الاشتراك فى البحث وقد اطلعت على كافة التفاصيل .


توقيع الشخص محل البحث:
توقيع الطبيب القائم بالبحث:
توقيع المشرف على البحث        : 


تمت إجازة خطوات هذا البحث من الناحية العلمية والأخلاقية من قبل لجنة الأخلاقيات فى تاريخ
/  / 20 بعد التأكد من أن البحث يتوافق مع الميثاق الاخلاقى للبحث العلمى , وأن الفائدة المرجوه منه تربو على المخاطرالمحتملة
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