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Rationale for Peer Review #1
To reduce time from new RSRB submission to approval

What contributes to delays in approval?

 Incomplete or improper submission of ROSS 
application

 Missing, incomplete, inadequate elements of 
required documents: e.g., protocol, consent, 
recruitment materials, etc.

 RSRB cannot determine if all elements required for 
approval, have been met.
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Elements required for Approval

1. Risks to Subjects are minimized

2. Risks are reasonable in relation to anticipated benefits

3. Selection of Subjects is equitable

4. Informed consent will be sought

5. Informed consent will be appropriately documented

6. Adequate provision for data monitoring to ensure Subject safety

7. Adequate provisions to protect privacy of Subjects

8. Additional safeguards for Vulnerable Subjects

 RSRB Policy 404: Criteria for RSRB Approval of Research
 45 CFR 46 Federal Policy for the Protection of Human Subjects (Common Rule) 

see: 46.111 Criteria for IRB approval of research

http://www.rochester.edu/ohsp/documents/ohsp/pdf/policiesAndGuidance/Policy_404_Criteria_for_Approval.pdf
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/#46.111


Concerns, after research is approved
 Investigator / study team lacks awareness of some 

elements of study conduct, e.g., how to maintain the 
regulatory file, obtain consent, deal with study 
deviations, report Adverse Events, etc. 

 Investigator / study team is under-resourced to 
implement the study – can lead to reduced 
oversight/monitoring, noncompliance, lack of study 
completion.

Rationale for Peer Review #2
To aid in determining that Investigators & Study Staff have the 
requisite skills, experience & resources to successfully conduct 
and complete the research



UR has instituted a peer review process – Scientific Review to 
speed up time to approval and help Investigators be better 
positioned for successful completion of the research.

OHSP / RSRB Policy #505: “Scientific Review Standards”

I. Scientific Merit
II. Foreseeable Risks to Subjects

III. Investigator Qualifications
IV. Availability of Resources to Conduct the Research

Peer Review of Research Protocols

http://www.rochester.edu/ohsp/documents/ohsp/pdf/policiesAndGuidance/Scientific_Review_Standards_Policy_and_Appendices.pdf




Three examples…

Study 1:
The Investigator proposes a randomized, double-blind, placebo 
controlled study to determine if Drug X will be effective for treating 
symptoms of Condition Y

Study 2:  
The Investigator proposes an observational study to evaluate the use 
of academic support services by college students who have a 
Learning Disability, and its association with academic success

Study 3: 
The Investigator proposes to conduct a chart review, to determine 
the overall annual incidence of broken wrists and arms caused by 
falling on ice, and to understand the characteristics of the patients.



I. Scientific Merit

 Background supports the proposed study

 The protocol provides well framed, testable hypotheses 
and/or well framed study aims

 Study design and strategies are adequate to test the 
hypothesis and/or achieve study aims

 Analysis plan and methods are adequate to test the 
hypothesis and/or achieve study aims

 The proposed research may provide societal benefits, as 
applicable



Background supports the proposed study

Example
The Investigator proposes a double-blind, placebo controlled study 
to determine if Drug X will be effective for treating symptoms of 
Condition Y

Background (as written in protocol): 
Twenty studies have already shown that Drug X is safe for Conditions 
A & B. Therefore, Drug X is safe and we propose to use it for our 
study.

What else do you want to know, 
& why?



 Background supports the proposed study

Example: 
Clinical Trial - Drug X to treat Condition Y

Background: 
Drug X has been studied in adult men and women with Conditions A 
and B. Safety and tolerability studies (citations) demonstrate few 
adverse effects, and no serious AEs associated with this drug. 
Additionally, efficacy studies (citns) in conditions A and B show an 
approximately 20% improvement in symptoms over a 6-month 
period, which was associated with fewer missed days of work.  Our 
work in the lab and with small animal models shows that Condition 
Y has many similarities to Conditions A & B. We therefore now 
propose to study drug X in condition Y (citns). 



 The protocol provides well-framed testable hypotheses 
and/or well-framed study aims

Example 
The Investigator proposes an observational study to evaluate the 
use of academic support services by college students who have a 
Learning Disability, and its association with academic success

Potential Hypothesis…?

Aims that Make it Possible to Test the 
Proposed Hypothesis...?

Aim 1…
Aim 2…



Example: 

The Investigator proposes to conduct a chart review, to determine 
the overall annual incidence of broken wrists and arms caused by 
falling on ice, and to understand the characteristics of the patients.

Analysis Plan: 
We will describe the number of people with broken 
wrists in terms of: age, sex, location, and medical history.

What’s missing, and why?

 The analysis plan and methods are adequate to test the 
hypothesis and /or achieve study aims



Example 
Chart review study  - broken wrists caused by falling on ice.

Analysis Plan: 
Descriptive statistics on the number individuals with broken wrists 
with respect to age, sex (male vs. female), location (unilateral vs. 
bilateral; dominant vs. non-dominant arm), severity of break (mild, 
moderate, severe), activity level, and history of osteoporosis.

To evaluate the hypothesis that women are apt to have more severe 
broken wrists, we will perform a one-way Analysis of Covariance to 
compare men and women’s break severity, after adjusting for age.

 The analysis plan and methods are adequate to test the 
hypothesis and /or achieve study aims



Why are you conducting the chart review?

What do you hope to learn? 

How does review of these charts / these patient records 
help you to answer the questions that you have?

“But it’s just a chart review...”



Even in a minimal risk 
study, the method & 
analysis plan should 
address research aims

Hypothesis 
(if there is 

one)

Aim 1

Method 1

Analysis Analysis

Method 2

Analysis

Aim 2

Method 1

Analysis



Why does this matter? 

• Respect for persons
• Beneficence
• Justice



Why does this matter? 
• Respect for 

persons
• Beneficence
• Justice

36. Researchers, authors, sponsors, editors and publishers all 
have ethical obligations with regard to the publication and 
dissemination of the results of research. Researchers have a 
duty to make publicly available the results of their research on 
human subjects and are accountable for the completeness and 
accuracy of their reports. All parties should adhere to accepted 
guidelines for ethical reporting. Negative and inconclusive as 
well as positive results must be published or otherwise made 
publicly available.  JAMA Nov 27, 2013. V 310 (20).



II. Forseeable Risks to Subjects  

 Forseeable risks to research subjects have been 
identified and described

 Reasonable means to mitigate risks have been 
employed

 Data and safety monitoring procedures are 
appropriate to the design, specific risks and risk 
level of the study, and are adequate to safeguard 
the rights and welfare of study subjects



 Forseeable risks to research subjects have been 
identified and described

Example 
Clinical Trial - Drug X to treat Condition Y

Let’s brainstorm...
What could be some risks to consider in a drug study?



Example:
The Investigator proposes a study to determine if Drug X will be 
effective for treating symptoms of Condition Y

Potential Risks
• ?

• ?

• ?

• ?

• ?

• ?

Risk Management
• ?

• ?

• ?

• ?

• ?

• ?

 Reasonable means to mitigate risks have been employed



Scientific Review, by an academic peer who understands the field, is 
especially helpful for GTMR studies to determine if all risks have 
been identified and addressed. 



 Data & Safety Monitoring Procedures are appropriate to the 
design, specific risks, and risk level of the study, and are adequate 
to safeguard the rights & welfare of study subjects

Example
Clinical Trial - Drug X to treat Condition Y

What is an adequate monitoring plan for this study?

What risks might need to be considered?



 Data & Safety Monitoring Procedures are appropriate to the 
design, specific risks, and risk level of the study, and are adequate 
to safeguard the rights & welfare of study subjects

Example
Observational study – academic support for college students

In a Minimal Risk Study, a formal DSMP is not required. 

However, are there any special safeguards to consider? 
How could a proactive plan help ensure that subjects’ 
rights are upheld?



“I think we need to take another look at 
your risk-management strategy”

Too much of a 
good thing…

Remember, the DSMP 
should be 
appropriate to the risk 
level of the study. 

Be sure the DSMP can 
be feasibly 
implemented. If not:
• Subjects could be 

placed at risk
• Study team could be 

in non-compliance

http://www.rochester.edu/ohsp/documents/ohsp/pdf/policiesAndGuidance/Policy_802_Non_Compliance.pdf


III & IV: Investigator Qualifications & Resources

 The Investigator’s study team has the necessary 
skills, training, and appropriate credentialing to 
perform procedures or testing, and the experience 
to conduct the research as written in the proposal.

 The Investigator has adequate time & resources to 
conduct the research, including any study 
treatments and/or data collection strategies 

 The Investigator has a process to ensure adequate 
training and supervision of the study team



 Study team has necessary skills, training, credentialing 
& experience to perform the study as written in the 
proposal.

Example 
Chart review study  - broken wrists caused by falling on ice.

What skills, training, credentialing, experience, 
might be necessary to ensure the successful 

conduct of this study? 



 The Investigator has adequate time & resources to 
conduct the research, including any study treatments 
and/or data collection strategies 

Example: 
Clinical Trial - Drug X to treat Condition Y

• The RSRB can determine how many active studies a PI has, but…

• Department peers, leadership, & administrators are best 
positioned to understand the totality of a PI’s burden.

• What % effort is required for this study? Does the PI have that 
time to give? How busy are they with their clinics, on-service 
time, teaching a class, other duties?  Will they have protected 
time & adequate space/equipment to conduct the research?



 The Investigator has a process to ensure adequate 
training and supervision of the study team

Example: Observational study – academic support for college students

• Are study team members up to date with CITI training?

• Is study team familiar with protocol & amendments?

• Do they know how to maintain documentation?

• Are they properly trained to engage in the consent process, interview 
students, administer questionnaires, enter & manage data securely?

• Do they know what to do if a problem arises?

• Is the PI available to the study team?

• Is the PI aware of & involved with the daily activities of the study? 

• If there is staff turnover, what is the process to train new team members? 
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