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Scientific Review Committee Process for New Studies 
 

Scientific Review is an important component of the research approval process at most 

academic institutions.  At Connecticut Children’s, the Scientific Review Committee (SRC) 

of the Department of Research reviews investigator-initiated research proposals prior to 

IRB submission.   

The mission of the Scientific Review Committee is to improve children’s health by 

providing guidance and expertise to investigators at Connecticut Children’s Medical 

Center in the development of high quality, feasible, and impactful research studies.  

 

Procedures: 

1. All studies, with the following exceptions, require SRC approval before 

submission to the IRB: 

a) Industry-Sponsored or Multi-centered studies where Connecticut Children’s is a 

participating site, NOT the lead site. These studies are exempt as the study 

protocol is developed by another institution (the lead site), and is under the 

oversight of that institution. 

b) Non-Human Subjects Research. Determination of this status must come from 

the IRB. 

c) Federally funded or other grant funded studies which have undergone scientific 

review during the grant review process. If not federally funded, determination 

of waiver must come from the SRC and IRB. 

 

Note: While the majority of the above studies do not require SRC review, 

the IRB may request SRC review in some circumstances. 
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2. All studies submitted for scientific review must have a written protocol.   

There is no required format and there is no length requirement. However, the SRC 

encourages the use of protocol templates provided by the Department of Research 

to ensure all study components are addressed. The protocol is a blueprint for a 

study. If written correctly, anyone should be able to follow the protocol and 

duplicate the study. Research staff are available to assist with protocol development. 

Templates can be found by following the link on the SRC home page or emailing 

src@connecticutchildrens.org. 

3. Studies involving the NICU must have approval from the Division head. Studies 

involving Emergency Department resources must have approval from the ED 

Committee. Studies involving URAP resources must have approval from Sharon 

Smith. Studies involving nursing resources must have approval from the Institute of 

Nursing Research and Evidence Based Practice or the Nurse Manager. Student or 

Trainee studies must have a faculty advisor, and the advisor must approve the 

protocol before submission to the SRC.  

4. To apply for SRC Review, upload the protocol and other pertinent study 

documents, such as surveys or data collection forms, as one .docx file, into 

IRBManager when prompted. 

5. SRC meeting dates and application deadlines. 

The SRC meets the 1st and 3rd Tuesday of each month starting at 11am.  Proposals 

submitted by noon on Tuesday of the week prior to an SRC meeting will be reviewed 

at the following meeting. Meetings take place via Zoom and are no longer than 30 

minutes long.  Attendance instructions will be sent upon receipt of study documents.   

6. Student or Trainees are required to attend the SRC review. Investigators 

who are not a student or trainee are encouraged, but not required, to attend review. 
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However, the review process is facilitated by having a member of the study group in 

attendance to answer any questions or provide details to the Committee. 

7. The following issues are addressed SRC review:  

 An appropriate literature review has been performed such that the relevance 

and rationale for the study is adequately presented. 

 If applicable, preliminary data are presented from the literature or investigator 

to justify the study. 

 The study question, purpose, and aims of the study are clearly stated. 

 If statistical hypothesis testing is appropriate, the hypotheses are clearly 

stated. 

 The study design is adequately described and likely to yield an answer to the 

research question (e.g., prospective/retrospective/cross-sectional, study groups, 

repeated measures). 

 Potential sources of bias are identified and minimized to the extent possible 

(e.g., control group, blinding, randomization). 

 Outcome(s) or end points are clearly defined and appropriate to answer the 

research question.   

 Other data items to be collected are adequately described and relate to a study 

aim. 

 If applicable, potential confounders are identified. 

 Inclusion and exclusion criteria are clearly stated. 

 Sampling scheme is described and appropriate. 

 Data collection methods are described and appropriate (e.g., chart review, 

interview or survey, physical exam; timeline; procedures; bias minimized). 

 Data collection tools are provided in draft or final form. 

  There is a data analysis plan and the proposed statistics, tests, and 

analytic procedures, as applicable, are appropriate to answer the research 

question. 
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 Expected sample size is given and adequately justified using effect sizes 

derived from the literature and a formal power analysis. 

 The protocol provides evidence to support the proposed study time frame, 

including the time required to recruit, retain, or follow subjects as well as time for 

analysis. 

 

Please note that Scientific Review and IRB application are separate 

processes.  

 

Contact Garry Lapidus (glapidu@connecticutchildrens.org) with questions 

about Scientific Review. 

Contact the Human Research Protection Program (HRPP) Office at 860-837-
5515 with questions about the IRB application process.   

 

Reminder:  Completion of the CITI Course in Human Subjects Protection Training, a 
web-based course, is required of every investigator and all research study staff, 
including students.  Contact the HRPP Office (860-837-5516) for more information. 
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