Human Studies – Clinical Trial of CHITRA-HABG (BIOGRAFT-HABG ACTIVE)

1.
Efficacy of CHITRA HABG Hydroxyapatite – Bioactive Glass Composite Granules in the management of Periodontal Infrabony Defects, conducted at Government Dental College, Trivandrum. Principal Investigator, Dr K Nandakumar, Co-investigator, Dr Arun Sadasivan – 2001.

Results

· Proved conclusively that bone generation occurs when CHITRA-HABG (now BioGraft HABG Active) is used in the treatment of periodontal osseous defects.

· Notable advantage in comparison with commercial bioactive glass based glasses, is its low silica content. BioGraft HABG Active has Silica content of 17% only.

· Combination of Hydroxyapatite and bio-active glass composite provide advantage of both these materials. Initial osteoconductive property leading to  faster integration into bone is provided by bioactive glass phase, while slow-resorbing hydroxyapatite phase gives stability to the repaired area. Particle size range (150 to 700 microns) is such that it provides optimal bone growth. Pore-size of granules (100 to 200 microns) is sufficient to promote the expression and maintenance of Osteoblast Phenotype.

· Results obtained are unambiguous and consistent and they prove that the bone regeneration capacity of CHITRA-HABG (now BioGraft HABG Active) is comparable to the best product available globally.

· CHITRA-HABG (BioGraft HABG Active) provide an efficacious and affordable treatment option in the management of periodontal osseous defects.

2.
‘Comparative evaluation of Chitra HABG (BioGraft-HABG Active) granules and Perioglas in the management of periodontal infrabony defects’ Dr Arun Sadasivan, Dissertation submitted to the University of Kerala in the partial fulfillment of the degree of Master of Dental Surgery – 2001.

Results

· Evaluation of clinical parameters demonstrates a definite gain in clinical attachment  level,  one year postoperatively with no statistically  significant difference  between Chitra HABG (BioGraft HABG Active)  composite granules and Perioglas (p value = 0.866, C.I: -1.13, +1.33).

· Evaluation of clinical parameters one year postoperatively shows a greater reduction in probing pocket depth with Chitra HABG (BioGraft HABG Active) composite granules when compared to PerioGlas. (p value = 0.03, C.I: -2.26, -0.14).

· There was no statistically significant difference between the two bioactive glasses with regard to gingival recession one-year postoperatively. (p value = 0.121, C.I: -0.14, +1.14). 

· Radiographic evaluation of both the study groups one year post operatively  showed evidence of bone fill.

· These observations lead to the  conclusion that Chitra HABG (BioGraft HABG Active) composite granules  have comparable  regenerative effect to PerioGlas when used in the treatment of periodontal osseous defects.

Animal Study
Shibu Godfrey, ‘Efficacy of Chitra HABG (BioGraft-HABG Active)  and PRP in the management of periodontal infrabony defects’, Dissertation submitted to the University of Kerala in the partial fulfillment for the degree of Master of dental surgery – 2003.

Results
· Granules were implanted in critical size defects created in the femur of rabbits. The implanted regions  were evaluated histopathologically at prescribed time periods.

· The Long-term Implantation Test in Bone as per ISO 10993 was done in rabbit model for 1 year period.

· Chitra HABG (BioGraft HABG Active) granules was seen to participate in the bone remodeling process without eliciting any adverse response. Material gets resorbed and new bone grows into the region. Material was seen to integrate with the host bone.

