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APPENDIX1 

INFORMED CONSENT STATEMENT 

for 

Comparison of Formocresol vs. Electrosurgical Pulpotomy Procedures 

The Department of Pediatric Dentistry at the Indiana University School of 

Dentistry is inviting you and your child to participate in a research study. The 

purpose of this study is to determine if there is a safe and effective alternative 

technique for performing pulpotomy procedures in primary molars. Fifty 

children between the ages of 18 months and 10 years of age will be asked to 

participate. If you decide to participate, you must first read this letter and sign 

your name in the space provided. 

Your child's dentist or dental student has determined that your child 

needs a pulpotomy procedure performed on a primary molar t~oth. A 

pulpotomy involves removing the diseased or infected pulp tissue within a tooth 

and leaving the healthy, unaffected pulp tissue in place. This healthy tissue must 

be treated to stop any bleeding prior to placement of a restoration. In this study, 

your child will be treated with one of two pulpotomy procedures, a formocresol 

technique or an electrosurgical technique. Selection of the technique will be on a 

random basis by the principal investigator of this study, who will perform the 

procedure. 

As part of this study you and your child will be asked to return to the 

clinic at 6 month intervals following the pulpotomy. Clinical and radiographic 
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observations of the treated teeth will be made. You will be compensated $20.00 

at the completion of the 6 month follow-up visit for your participation in the 

study. 

The risks associated with both pulpotomy techniques include failure of 

the pulpotomy procedure with the need for either a pulpectomy or extraction of 

the tooth and space maintenance. The risks involved will be minimized by 

adhering to all accepted infection control and safety guidelines associated with 

performing pulpotomy procedures. When needed, the principle investigator will 

ensure the availability of follow-up care for the study participant. You and your 

child will be notified immediately if any adverse clinical and radiographic 

sequela of the study's treatment are observed: 

I have been given an opportunity to ask questions about this study; 

answers to such questions (if any) have been satisfactory. The information in the 

study will be kept confidential and will be made available only to persons 

condu~ting the study unless I specifically give my permission in writing to do 

otherwise. If the results of this study are published, I will not be identified. I 

understand that the results of the study may be submitted to Birtcher Medical 

Systems and to the Food and Drug Administration. In the unlikely event of 

physical injury resulting from my participation in this research, emergency 

medical treatment will be provided by the James Whitcomb Riley Hospital for 

Children. 

If I have questions regarding the study I can reach Dr. Brad Fulkerson at 

274-3865. If I am unable to reach Dr. Fulkerson at this number in an emergency, I 

may call 27 4-5000 and ask for the pediatric dentistry resident on call. A patient 

representative who is not associated with this research to whom I may address 

complaints about this study, as well as questions about my rights as a research 

participant, may be reached at 274-6637. In consideration of all of the above, I 
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give my consent to participate in this voluntary research study. I understand 

that I may drop out of or be withdrawn from the study without fear of changing 

the investigator's interest or the quality of medical care which I may seek or 

receive in the future from the doctors participating in the study. I acknowledge 

receipt of a copy of this informed consent statement. 

Subiect's name Date: 
J ----------------------------------- ------

Signature of Parent/Legal Guardian _____________ _ 

Signature of Child (Age 7 and above) ____________ _ 

Signature of Witness ________________________________________ _ 
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APPENDIX2. 

Examination Sheet 

Panelist Data Sheet 

ES vs. FC Prospective Pulpotomy Study 

Tooth# ----- -- Tx: ES/FC Tx. Date ___ _ 

Consent signed and attached __ Med Hx: Neg/Pos 

Date Elapsed Time 

0 

6 months 

12 months 

18 months 

24months 

36 months 

48 months 

60 months 

Exfoliation 

X-ray Success Failure (describe) 
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COMPARISON OF ELECIROSURGICAL AND FORMOCRESOL 

PULPOTOMY PROCEDURES 

by 

Bradley T. Fulkerson 

Indiana University School of Dentistry 
Indianapolis, Indiana 

Formocresol is the most commonly used pharmacologic pulpotomy agent. 

Concerns over its safety have led investigators to search for new pulpotomy 

medicaments. This study compared the electrosurgical pulpotomy with the 

formocresol pulpotomy in teeth requiring pulp therapy after carious 

involvement. There were 25 pulpotomies performed in each group. The teeth 

were evaluated for clinical and radiographic success after at least six months. In 

the electrosurgical group, the clinical and radiographic success rates were 96 

percent and 84 percent, respectively. The age range at the time of treatment was 

26 to 97 months, with a mean treatment age of 63.6 months. The postoperative 

observation time range was six to 31 months, with the mean being 10.9 months. 

In the formocresol group, the clinical and radiographic success rates were 100 

percent and 92 percent, respectively. The age range at the time of treatment was 

32 to 126 months, with a mean treatment age of 68.2 months. The postoperative 

observation time ranged from five to 25 months, with the mean being 11.5 

months. The electrosurgical and forrnocresol groups were compared for 
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differences in the percentage of successes by using a Fisher's Exact test. There 

were no statistical differences between the two groups at the p < O.OSlevel. 

Therefore, this study failed to demonstrate a statistically significant difference in 

the success rate between the electrosurgical and formocresol pulpotomy 

techniques and supports the use of the electrosurgical pulpotomy as a viable and 

safe alternative to formocresol. 
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