Documentation of Expedited Review
1. PRO/IRB Number:


2. Brief description of study:

3. This study meets 45 CFR 46.110
   Category: (  )

(Delete all non-applicable categories)
Category 1: Clinical studies of drugs and medical devices only when condition (a) or (b) is met. 

a. Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.) 
b. Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.

Category 2: Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows: 

a. from healthy, non-pregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or 
b. from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the less of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week. 

Category 3: Prospective collection of biological specimens for research purposes by noninvasive means. 

Category 4: Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)

Category 5: Research involving materials (data, documents, records or specimens) that were initially collected or will be collected solely for non-research purposes (such as medical treatment or diagnosis) and in which it will be possible for the investigators to identify directly or indirectly the respective research subjects. 

Category 6: Collection of data from voice, video, digital, or image recordings made for research purposes. 

Category 7: Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.

Category 8: Continuing review of research previously approved by the convened IRB as follows: 

a. where (i) the research is permanently closed to the enrollment of new subjects; (ii) all subjects have completed all research-related interventions; and (iii) the research remains active only for long-term follow-up of subjects; or 
b. where no subjects have been enrolled and no additional risks have been identified; or 
c. where the remaining research activities are limited to data analysis. 

Category 9: Continuing review of research, not conducted under an investigational new drug application or investigational device exemption, where categories (2) through (8) do not apply but the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk and no additional risks have been identified. 

4. This study meets that category because:

5. The study is minimal risk because:
Minimal Risk: A risk is minimal where the probability and magnitude of harm or discomfort anticipated in the proposed research are not greater, in and of themselves, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests

6. The study meets §46.111 Criteria for IRB approval of research.
(a) In order to approve research covered by this policy the IRB shall determine that all of the following requirements are satisfied: After each criterion indicate how each is met: 

(1) Risks to subjects are minimized: (i) By using procedures which are consistent with sound research 
design and which do not unnecessarily expose subjects to risk, and (ii) whenever appropriate, by using 
procedures already being performed on the subjects for diagnostic or treatment purposes.


(2) Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the 
importance of the knowledge that may reasonably be expected to result. In evaluating risks and 
benefits, the IRB should consider only those risks and benefits that may result from the research (as 
distinguished from risks and benefits of therapies subjects would receive even if not participating in 
the research). The IRB should not consider possible long-range effects of applying knowledge 
gained in the research (for example, the possible effects of the research on public policy) as 
among those research risks that fall within the purview of its responsibility.


(3) Selection of subjects is equitable. In making this assessment the IRB should take into account the 
purposes of the research and the setting in which the research will be conducted and should be 
particularly cognizant of the special problems of research involving vulnerable populations, such as 
children, prisoners, pregnant women, mentally disabled persons, or economically or educationally 
disadvantaged persons.


(4) Informed consent will be sought from each prospective subject or the subject's legally authorized 
representative, in accordance with, and to the extent required by §46.116. (OSIRIS items 4.6, 4.9, 4.10 
unless waiver)

(5) Informed consent will be appropriately documented, in accordance with, and to the extent required 
by §46.117. (OSIRIS items 4.6, 4.9, 4.10, unless waiver)

(6) When appropriate, the research plan makes adequate provision for monitoring the data collected to 
ensure the safety of subjects. (OSIRIS item 5.13)

(7) When appropriate, there are adequate provisions to protect the privacy of subjects and to maintain 
the confidentiality of data. (OSIRIS items 5.8, 5.9, 5.10, 5.13)
(b) When some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons, additional safeguards have been included in the study to protect the rights and welfare of these subjects. 
7. Additional items:
(Delete all non-applicable statements)
· Waiver of Informed Consent to Use Medical Record Information (PHI) to Identify Potential Research Subjects: Researcher Who Accesses and Uses Medical Record Information for this Purpose is in a Position to Provide Health Care to the Respective Patients is granted (OSIRIS Item 4.3.1 and sub-questions)
· Waiver of the HIPAA Authorization Requirement for the Sharing of Contact Information (i.e., Linked to Study-Specific Health Information [subject’s medical diagnosis or condition]) for the Purpose of Recruiting Potential Research Subjects is granted  
· Waiver of the Requirements to Obtain HIPAA Authorization/Informed Consent to Access, Record, and Use Protected Health Information/Patient Medical Record Information for a Retrospective Research Study (and in some cases Prospective Study): Investigators Who Access and Use Such Information for Research are Involved Directly in Providing Health Care to the Respective Patients is granted (OSIRIS Items 2.14.1 and 4.7 and sub-questions)
· Waiver of the Requirement to Obtain a Signed Informed Consent Document for Participation in a Research Study/Research Activity was granted (OSIRIS Item 4.6 and sub-questions)
· The IRB submission was found to be consistent with the federal grant. This is only applicable when the awardee institution is the University of Pittsburgh. (OSIRIS item 7.2)
· Advertisements were reviewed and found to be approvable. (OSIRIS item 4.1)
The following special circumstances/populations are involved and the documentation forms for each are also attached/uploaded.
· Proxy

· Children

· Pregnant Women

· Neonates

· International/non-local

· etc
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