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n Subject and Research Category Checklist 
For OUSD(P&R) Institutions 

__ 1.  The activity involves collecting 
intervention with people.  For exam
ma ipulation of the subject’s environment.  An interaction includes surveys, interviews, 

s groups, etc. 

he activity involves identifiable, private information.  Private information is information 
ided for specific purpo

public (e.g., medical, personnel, and student records), or information about behavior that 
occurs in a context in which the individual can reasonably expect no recording or 

rvation is taking place.  Identifiable information includes both direct identifiers and 
rect identifiers.  Direct identifiers include name, address, SSN, registration numbers, etc.  
rect identifiers include general demographic information when combinations of specific 
-identifiable data can lead to individual identification (e.g., female, marine officer, 
ted geographic area).  

r 2, the activity involves human subjects; otherwise, it is not subject to the human 
ects regulation.  

and the information is protected health information (PHI), then privacy review is 
ired in addition to any human su

 it research? 
he activity is a systematic

hypothesis or clearly stated research question, utilizes research methodology, and has a plan 
for data analysis, then it is probably research.   

vity is designed to contribute to generalizable knowledg
knowledge mea
fro  which it was collected, or information that is added to the scientific literature. 

 both 3 and 4, it is human subjects research subject to regulation.  If no to either 3 or 4, the 
an subject regulation doesn’t apply; however, P&R requires that the activity be 

ducted in a manner consistent with the ethical and professi
the regulations and policies. 

has multiple components and at least one of those components is research, the entire 
ect is classified as research unless the components are separable.     
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Is it 
To search must not involve (target) prisoners*.  Exemption 2, except for 

*Pri

_____ Thi

Ca

8 March 2010 

exempt? 
 be exempt, the re

procedures only involving observation of public behavior, may not be used with children.   

soners of war may not be used as human subjects in research. 

s research does NOT involve (target) prisoners. 

tegory 1 Exemption (see attachment 1): 

_____ The research is in an educational setting, involving normal educational practices. 

Category 2 Exemption (see attachment 1): Subjects must be adult except as noted above. 

__

_____ 

_____ Dis , or will not be damaging to subjects’ 

Category 3

___ The research procedures only involve educational tests, survey or interview procedures, or 
observation of public behavior.  AND 

The data are non-identifiable [either directly, indirectly, or by a coding procedure linked to 
subjects’ identity] OR  

closure poses no risk of criminal or civil liability
financial standing, employability or reputation. 

 Exemption (see attachment 1): 

__

_____ The subj r public office.  OR 

__ he confidentiality of the personally 

Category 4

___ The research procedures only involve educational tests, survey or interview procedures, or 
observation of public behavior (that is not exempt under Category 2).  AND 

ects are elected or appointed officials or candidates fo

___ Federal statutes require without exception that t
identifiable information will be maintained throughout the research and thereafter. 

 Exemption (see attachment 1): 

__

_____ The

__ at subjects can’t be [readily] identified 

Ca

___ The research involves the collection or study of existing [operational data that would exist 
regardless of the research] data, documents, records, or pathological or diagnostic 
specimens.  AND 

 sources are publicly available OR  

___ The information is recorded in such a manner th
[either directly, indirectly, or by a coding procedure linked to subjects’ identity].   

tegory 5 Exemption (see attachment 1): 

 research is a federal demonstration project.  AND _____ The

__ particular benefit change [but NOT 
ical outcomes of the standard covered 

Category 6

___ The research is studying the cost and utilization of a 
assessing clinical outcomes in comparison to the clin
therapies]. 

 Exemption (see attachment 1): 

__ without additives OR 

_____  the level found to 

___ Taste and food quality evaluation of wholesome foods 

Taste and food quality evaluations of foods with ingredients at or below
be safe by FDA, EPA or USDA.  

[te

If it is not e

xt] = guidance 

xempt, then it requires IRB review.  
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Can it

To qualify for expedited review, the research must present no more than minimal risk to human 
su
in

Th

 be reviewed by expedited review? 

bjects unless reasonable and appropriate protections will be implemented so that risks related to 
vasion of privacy and breach of confidentiality are no greater than minimal. 

e expedited review procedure MAY NOT be used for classified research involving human 
subjects. 

Category 1 Expedited Review (see attachment 2): 

_____ Clinical studies of drugs and medical devices only when an IND or IDE is not required. 

Category 2 Expedited Review (see attachment 2):  

__

__ s. Amount drawn may not exceed 

__

will
wee ollection may not occur more frequently than 2 times per week. 

Ca

___ Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture from: 

___ healthy, nonpregnant adults who weigh at least 110 pound
550 ml in an 8 week period and collection may not occur more frequently than 2 times per 
week; OR 

___ 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 

 be collected. Amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 
k period and c

tegory 3 Expedited Review (see attachment 2): 

spective collection of biological specimens for research purposes by noninvasive means. 

 Expedited Review

_____ Pro

Category 4  (see attachment 2): 

ection of data through noninvasive procedures (not involving general anesthesia or _____ Coll
ng procedures involving x-rays or 

 studies of cleared medical devices 

Ca

sedation) routinely employed in clinical practice, excludi
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
for new indications.) 

tegory 5 Expedited Review (see attachment 2): 

earch involving materials (data, documents, records, or specimens) that have been 
ected, or will be collected solely for nonresearch purposes (such as medical treatment or 
nosis)  

 Expedited Review

_____ Res
coll
diag

Category 6  (see attachment 2): 

_____ dings made for research 

 

 

 

Collection of data from voice, video, digital, or image recor
purposes.  
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Category 7 Expedited Review (see attachment 2): 

_____ Research on individual or group characteristics or behavior (including, but not limited to, 

hist
met

Category 8

research on perception, cognition, motivation, identity, language, communication, cultural 
beliefs or practices, and social behavior) or research employing survey, interview, oral 

ory, focus group, program evaluation, human factors evaluation, or quality assurance 
hodologies.  

 Expedited Review (see attachment 2): 

__ e convened IRB as follows: 

(a) where (i) the research is permanently closed to the enrollment of new subjects; (ii) all 

only for long-term follow-up of subjects; OR 

(b)

(c) ta analysis. 

Catego

___ Continuing review of research previously approved by th

subjects have completed all research-related interventions; and (iii) the research remains active 

 where no subjects have been enrolled and no additional risks have been identified; OR 

 where the remaining research activities are limited to da

ry 9 Expedited Review (see attachment 2): 

_____ on 
apply 

but the IRB has determined and documented at a convened meeting that the research 
isks have been identified. 

 

Continuing review of research, not conducted under an investigational new drug applicati
or investigational device exemption where categories two (2) through eight (8) do not 

involves no greater than minimal risk and no additional r

[text] = gui

If it does no

dance 

t qualify for expedited review, then review at a fully convened IRB meeting is required.  
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tachment 1:  Exempt Categories 

ference
§2 Resear tablished or commonly accepted educational settings, 

involving nal practices, such as (i) research on regular and 
ia

of or t
manag

19.101(b)(1) ch conducted in es
 normal educatio

spec l education instructional strategies, or (ii) research on the effectiveness 
he comparison among instructional techniques, curricula, or classroom 
ement methods. 

§219.101(b)(2) Resear
aptitud interview procedures or 
observ : (i) information obtained is recorded in 

 a 
ntifi

subjec
risk of
standi

ch involving the use of educational tests (cognitive, diagnostic, 
e, achievement), survey procedures, 
ation of public behavior, unless

such
ide

manner that human subjects can be identified, directly or through 
ers linked to the subjects; and (ii) any disclosure of the human 

ts’ responses outside the research could reasonably place the subjects at 
 criminal or civil liability or be damaging to the subjects’ financial 
ng, employability, or reputation. 

§219.101(b)(3) Resear
aptitud
observ
this se inted public officials 

pt
will be

ch involving the use of educational tests (cognitive, diagnostic, 
e, achievement), survey procedures, interview procedures, or 
ation of public behavior that is not exempt under paragraph (b)(2) of 
ction, if (i) the human subjects are elected or appo

or cand
exce

idates for public office; or (ii) Federal statute(s) require(s) without 
ion that the confidentiality of the personally identifiable information 
 maintained throughout the research and hereafter. 

§219.101(b)(4) Resear
record
public
a mann
linked

ch, involving the collection or study of existing data, documents, 
s, pathological specimens, or diagnostic specimens, if these sources are 
ly available or if the information is recorded by the investigator in such 
er that subjects cannot be identified, directly or through identifiers 

 to the subjects. 

§219.101(b
rov

evaluat
proced
possib
possib
under 

)(5) Resear
app

ch and demonstration projects which are conducted by or subject to the 
al of Department or Agency heads, and which are designated to study, 
e, or otherwise examine: (i) public benefit or service programs; (ii) 
ures for obtaining benefits or services under those programs; (iii) 
le changes in or alternatives to those programs or procedures; or (iv) 
le changes in methods or levels of payment for benefits or services 
those programs. 

§2 te 
whole
that co
safe, o
level f
the En
Servic

19.101(b)(6) Tas and food quality evaluation and consumer acceptance studies, (i) if 
some foods without additives are consumed or (ii) if a food is consumed 
ntains a food ingredient at or below the level and for a use found to be 
r agricultural chemical or environmental contaminant at or below the 
ound to be safe, by the Food and Drug Administration or approved by 
vironmental Protection Agency or the Food Safety and Inspection 
e of the U.S. Department of Agriculture. 
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Attachment 2:  Expedited Categories 

Applicability 

(A ties that (1) present no more than minimal risk to human subjects, and 
(2) invol
th
sh
on
pr
ris

(B

(C may not be used where identification of the subjects and/or 
th
th
reaso
pr

(D

) Research activi
ve only procedures listed in one or more of the following categories, may be reviewed by 

e IRB through the expedited review1 procedure authorized by 32 CFR 219.  The activities listed 
ould not be deemed to be of minimal risk simply because they are included on this list. Inclusion 
 this list merely means that the activity is eligible for review through the expedited review 
ocedure when the specific circumstances of the proposed research involve no more than minimal 
k to human subjects. 

) The categories in this list apply regardless of the age of subjects, except as noted. 

) The expedited review procedure 
eir responses would reasonably place them at risk of criminal or civil liability or be damaging to 
e subjects’ financial standing, employability, insurability, reputation, or be stigmatizing, unless 

nable and appropriate protections will be implemented so that risks related to invasion of 
ivacy and breach of confidentiality are no greater than minimal.  

) The expedited review procedure MAY NOT be used for classified research involving human 
bjects. su

(E aiver, alteration, ) IRBs are reminded that the standard requirements for informed consent (or its w
or exception) apply regardless of the type of review--expedited or convened--utilized by the IRB. 

(F

Research

) Categories one (1) through seven (7) pertain to both initial and continuing IRB review. 

 Categories 

) Clinical studies of drugs and medical devices only when condition (a) or (b) is met: (1

y of the risks associated with the use of the product is not eligible for 

and

(2) Co

(a) ant adults who weigh at least 110 pounds. For these subjects, the 
amounts dra ceed 550 ml in an 8 week period and collection may not occur more 
fre

(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 acceptabilit
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 

 the medical device is being used in accordance with its cleared/approved labeling. 

llection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows: 

 From healthy, nonpregn
wn may not ex

quently than 2 times per week; or 

Comment [m1]: Remember to see if 
10 USC 980 applies 
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om other adults and children , considering the age, weight, and health of the subjects, the 
ection procedure, the amount of blood to be collected, and the frequency with which it will 

collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml 
 kg in an 8 week period and collection may not occur more frequently than 2 times per week. 

spective collection of biological specimens for research purposes by noninvasive means. 

Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth at time of 

tine patient care indicates a need for extraction; (d) excreta and external secretions (including 
eat); (e) uncannulated saliva collected either in an unstimulated fashion or stimulated by 
wing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta 
oved at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane prior to 

during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection 
cedure is not more invasive than routine prophylactic scaling of the teeth and the process is 
omplished in accordance with accepted prophylactic techniques; (i) mucosal and skin cells 
ected by buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected after 

ine mist nebulization. 

llection of data through noninvasive procedures (not involving general anesthesia or sedation) 
ly employed in clinical practice, excluding procedures involving x-rays or microwaves. 
 medical devices are employed, they must be cleared/approved for marketing. (Studies 
d to evaluate the safety and eff

ted review, including studies of cleared medical devices for new indications.) 

Examples: (a) physical sensors that are applied either to the surface of the body or at a distance 
and do not involve input of significant amounts of energy into the subject or an invasion of the 
subject’s privacy; (b) weighing or testing sensory acuity; (c) magnetic resonance imaging; (d) 
electrocardiography, electroencephalography, thermography, detection of naturally occurring 
radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, 

essment, and flexibility testing where appropriate given the age, weight, and health of the 
ividual. 

earch involving materials (data, documents, records, or specimens) that have been collected, 
 be collected solely for nonresearch purposes (such as medical treatment or diagnosis). 
: Some research in this category may be exempt from the HHS regulations for the protection 
an subjects. 32 CFR 219.101(b)(4). This listing refers only to research that is not exempt.) 

llection of data from voice, video, digital, or image recordings made for research purposes. 

search on perception, cognition, motivation, identity, language, communication, cultural beliefs or 
actices, and social behavior) or research employing survey, interview, oral history, focus group, 
ogram evaluation, human factors evaluation, or quality assurance methodologies. (NOTE: Some 
search in this category may be exempt from the HHS regulations for the protection of human 
bjects. 32 CFR 219.101(b)(2) and (b)(3). This listing refers only to research that is not exempt.) 
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(8) Conti

(a) where (i) the research is permanently closed to the enrollment of new subjects; (ii) all 
sub
onl

(b) l risks have been identified; or 

(c)

(9) Co
investi the 
IRB has determined and documented at a convened meeting that the research involves no greater 
th

__

1A an subjects by the 
IRB chairperson or by one or more experienced reviewers designated by the chairperson from 
am nce with the requirements set forth in 32 CFR 219.110. 

nuing review of research previously approved by the convened IRB as follows: 

jects have completed all research-related interventions; and (iii) the research remains active 
y for long-term follow-up of subjects; or 

 where no subjects have been enrolled and no additiona

 where the remaining research activities are limited to data analysis. 

ntinuing review of research, not conducted under an investigational new drug application or 
gational device exemption where categories two (2) through eight (8) do not apply but 

an minimal risk and no additional risks have been identified. 

_____________________ 

n expedited review procedure consists of a review of research involving hum

ong members of the IRB in accorda
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