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Introduction

e |ECs sometimes struggle to operate In a
consistent, efficient manner.

* Many of the functions of the IEC — both
administrative and research reviews — are done
following repetitive processes

 Standardized checklists and forms may
enhance the quality, consistency, and
efficiency of IEC operations




earning Objectives

e Review examples of the use of
forms/checklists in other contexts

 |dentify common IEC functions/practices that
may benefit from the use of forms/checklists

o |dentify resources for IECs




Other

e Aviation

RESTRICTED

BEFORE STARTING
1. Pilot's Preflight— COMPLETE
2. Form 1A—CHECKED
3. Controls and Seats— CHECKED
4. Fuel Transfer Valves & Switch— OFF
5. Intercoolers—Cold
6. Gyros— UNCAGED
7. Fuel Shut-off Switches— OPEN
Switch— NEUTRAL
Flaps—Open Right
OPEN LEFT—Locked
). Turbos—OFF
11. ldle cut-off—CHECKED
Thrattles— CLOSED
3. High RPM - CHECKED
14. Autopilot—OFF

STARTING ENGINES

1. Fire Guard and Call Clear—LEFT Right
2 ster Switch—ON

3. Battery switches ond inverters—ON &

1. Parking Brakes—Hydraulic Check—On
CHECKED

5. Booster Pumps—Pressure—ON &
CHECKED
Carburetor Filters—Open

7. Fuel Quantity—-Gallons per tank
Start Engines: both megnetos on

after ane revelution

9. Flight Indicator & Vacuum Pressures
CHECKED

). Radio~On
Check Instruments— CHECKED

. Crew Report

3. Rodio Call & Altimeter—SET

APPROVED B-17F and G CHECKLIST

REVISED 3-1-44

PILOT'S DUTIES IN RED
COPILOT'S DUTIES [N BLACK

EMGINE RUN-UP

1. Brakes—Locked

2. Trim Tabs—SET

3. Exercise Turbos and Props

A. Check Generators— CHECKED & OFF
5. Run up Engines

BEFORE TAKEOFF
1. Tailwheel-Locked
2. Gyro—Set

3. Generators—ON

AFTER TAKEOFF

1. Wheel—PILOT'S SIGNAL

2. Power Reduction

3, Cowl Fieps

4. Wheel Check—QK right—OK LEFT

BEFORE LANDING
1. Radio Call, Altimeter—SET
2. Crew Positions—OK
3. Autopilot—OFF
4, Booster Pumps—On
5. Mixture Controls— AUTO-RICH
6. Intercaooler—Set
7. Carburetor Filters—Open
8. Wing De-icers—Off
9. Landing Gear
a. Visuval-Down Right— DOWN LEFT
Tailwheel Down, Antenna in, Bal
Turret Checked
b. Light—OK
<. Switch Off—Neutral
10. Hydraulic Pressure—OK Valve closed
11. RPM 2100—Set
12. Turbos—Set
13. Flaps 1 Down

FINAL APPROACH
14, Flaps—PILOT'S SIGNAL
15. RPM 2200 PILOT'S SIGNAL

RESTRICTED

Use of Checklists In
Professions

ARIA Al F
BULG. 5”1’7""45

REV 35

NORMAL CHECK LIST 7.01

SEQ 130

BEFORE START

SET (BOTH)

CLOSED (BOTH)

ON

APPROACH
CONFIRMED
CHECKED

SET (BOTH)
SET (BOTH)
AS RQRD

ANTI ICE

ECAM STATUS
PITCHTRIM . .. ... ......
RUDDER TRIM

LANDING
.. ......ADVISED

SPEED/OFF
.. ... LDG NO BLUE

CABIN CREW .

ECAM MEMO . . ..
. /G DOWN
SIGNS ON
. CABIN READY
. SPLAS ARM
. FLAPS SET

AFTER LANDING

BEFORE TAKEOFF

FLIGHT CONTROLS . . . . . CHECKED (BOTH)
FLT INST CHECKED (BOTH)
CONFIRMED

CONF — (BOTH)

{BOTH)

RETRACTED
SPOILERS . . . ... ........DISARMED

. AUTO BRK MAX
SIGNS ON

. CABIN READY

. SPLAS ARM
FLAPS TO
TO CONFIG NORM

CABIN CREW

Consider HEAVY RAIN

AFTER TAKEOFF/ CLIMB

LDG GEAR

SECURING THE AIRCRAFT

APU BLEED
EMER EXIT LT
NO SMOKING
APU AND BAT
Consider COLD WEATHER




Use of Checklists In

Other Professions

Figure 1

Pause-Patient identity verified O Is this the correct procedure O

-
() M e d I Cal Care Catheter-related Bloodstream Infection Checklist

+  Ifthere is an observed violation of infection control practices. line placement should stop

immediately and the violation should be corrected. If a correction is required. mark yes to
question # 6.

How to be Reasonably Sure a Client is Not Pregnant

Ask the clicnt all of these questions. check the cormect box, and fi
IAALrUCTICS,

« |fthere are any concerns, the bedside nurse should contact the Senior Resident direetly.

Did you have a baby less than 6 menihs
= F : o I. Today's dateftime ! /
— NO W - & =
NO 1 Ea month  day year start time
2. Location O SIcu OMICU OcCCU 0O Livingston
1 sexual - - - - -
g Ve 3. Procedure: O New line O Rewire O Triple Lumen O Sir
= 2 meenstrual ES M
4. Is the procedure: : O Emergent (during an arrest)
Location of CVC: O Subelavian O 1) 0O Femoral
D il i, i i o e
=+ MNO i YES = 5. Procedure: did the physician/PA do the following Yes No (ask if needed)
in the appropriate order?
A. Wash hands (chlorhexidine or soap) immediately prior ] 0
Dnd your last menstr B. Was hand washing directly observed 0
- 4 T days {or w I C. Don unsterile gloves, hat, and mask O 0
D. Sterilize procedure site (using ChloraPrep) O O
E. Don sterile gown and sterile gloves 0
E. Drape entire patient in a sterile fashion ] O
= G. Maintain a sterile field | m|
-, J YES r» H. Did all personnel assisting with procedure follow
the above precautions? ]
: o After the procedure:
Have v shile Was : o[ - lied he s _
b NO 6. contrace tently and YES [ as a stenle dressing applhied to the site O O
correctly’? ; - ; . :
6. Was a correction required to ensure compliance with Yes No
infi - actices? -
v e infection control practices? m] O
If the client answered NO 1o alf of If the client answered YES toaf feasi 7. Time procedure was completed: —
the guestions, pregnancy canmol one of guestions and she is free of STOP TIME
be ruled out. Client should await signs or symptoms of pregnancy.
MENSES OF USE 3 Pregnancy Lesl, rovide client with desired method. " 3 o e
S I Please return completed form to the designated location in your ICU.

=, USAID




Use of Checklists In
Other Professions

e Military

RESTRICTED

BEFORE STARTING
Pilot's Preflight— COMPLETE

ntrols @ '
| Transfer Valves & Switch— OFF
ntercoalers—Cold
5, Gyros— UNCAGED
Fuel Shut-off Switches—OPEN
B. Geor Switch— NEUTRAL
9. Cowl Flaps—Open Right
OPEN LEFT—Locked
). Turbos— OFF
1dle eut-off - CHECKED
Throttles— CLOSED
3. High RPM- CHECKED
pilot— OFF
5. De and Anti-icers, Wing and
Prop—OFF
Cabin Heat- OFF
Generotors— OFF

s

STARTING ENGINES
Fire Guard and Call Clear—LEFT Right

ter Switch— ON
switches and inverters—ON &

CHECKED
Booster Pumps—Pressure—ON &
CHECKED
Carburetor Fillers—Qpen
Fuel Quantity-Gallens per tank
Start Engines: both magnetos en
after one revelution

9. Flight Indicator & Vacuum Pressures
CHECKED

). Radio~On
Check Instruments— CHECKED
Crew Report

3. Radio Call & Altimeter—SET

APPROVED B-17F and G CHECKLIST

REVISED 3-1-8a

PILOT'S DUTIES IN RED
COPILOT'S DUTIES [N BLACK

4. Parking Brakes—Hydraulic Check—On-

ENGINE RUN-UP
. Brakes—Locked
2. Trim Tabs—SET
3. Exercise Turbos and Props
4. Check Generators- CHECKED & OFF
5. Run up Engines

BEFORE TAKEOFF
1. Toilwheel-Locked
2. Gyro—Set

3. Generators—ON

AFTER TAKEOFF
1. Wheel—PILOT'S SIGNAL

2. Power Reduction

3. Cowl Fleps

4. Wheel Check—OK right—OK LEFT

BEFORE LANDING
1. Radio Call, Altimeter—SET
2. Crew Positions—OK
3. Autepilat—OFF
4. Booster Pumps—On
5. Mixture Controls— AUTO-RICH
6. Intercooler—Set
7. Carburetor Filters—Open
B. Wing De-icers—Off
9. Landing Gear
a. Visual-Down Right—DOWN LEFT
Tailwheel Down, Antenna in, Bal
Turret Checked
b. Light—0OK
c. Switch OF Neutral
10. Hydraulic Pressure—OK Valve ¢losed
11. RPM 2100-Set
12. Turbos—Set
13. Flaps '3~y Down

FINAL APPROACH
14. Flaps—PILOT'S SIGNAL
15. RPM 2200 PILOT'S SIGNAL

RESTRICTED

DEPLOYMENT CHECKLIST

Do you hiave the following MILITARY DOCUMENTS updated and in your possession right now?
Military [D Card Military IIVDwog Tags Military Shot Record Military Meal Card
Military Weapon's Card  Military Diiver' s License Military Allergy Tag
Geneva Comvention Card, Credir Card, Medical Card, Phone Card,

*  (Ocher CardsDoc . o
Civilian Driver License, Passport, Travel/Assign Orders.

Do you have the following IMPORTANT DOCUMENTS updated?

Power of Attomey Last Will & Testament Life Insurance Policy Family Care Plin
Hav e you made advance P ENTS OR ALLOTMENTS for...
Car! Tock Loan Home Maortgage SchoolClass Credit Bill

Wehicle Insurance Home Insurance Health Insurance Ultilities
Do you have SUFFICIENT AMOUNT of...
Traveler Checks Blank Checks Foreign/US Currency
Do your, your spouse o next of kin have COPIES of...
Last Pay Woucher Marriage Certificam Divorce Papers gnment Orders
Birth Certificate
DA 201/2-1 Record School Records

Passport/Other [D Imim. Green Card

Travel Tickets Medical Records

Leave Travel Order

Social Sec, Cand Product W amranties

Dental Records Extra Car'Home Keys SchooVLibrary Card

Training Records Car/Home Ownership
Change of Addre

Sirip Map o Home/Hospiral

Do you and your sponse or next of kin have PHONE NUMEBERS...
Parents Friends Relatives Chain of Command
Does your spouse or next of kin have EMERGENCY PHONE NUMBERS...
Operatar Hospital Arnbulance Fire Depe Church'Clergy
Palice Diocror Dientist Lawyer Auro Re pair Service
Do you have in your possession at least one COMPLETE SET OF civilian clothes

in case of emergency? Shoes, Pants, Shirt, Belt, Socks, Jacket, etc?




Use of Checklists In
Other Professions

e Automotive Ind

I\/industr y standard service /I

CUSLOMEr ..ot e e
Make/Model: . B L B - - L Mileage:
Reg No:

2
s
m
3
@
H
0
=
H
:

Check vehicle history
Check timing belt replacement interval™ _miles
Check for damage to bodywork, lamps and trims

Fit protective covers.

Check condition and operation of all seat belts

Check aperation of interior and exterior lights.

Check aperation of ABS and air bag warning lights.~
Check air conditioning operation including bad odour.™
Check windscreen washers and wipers.

10. Check horn

11. Check operation of suspension dampers.

12. Lubricate all door hinges, locks. and bonnet catches.
13. Apply treatments ta remove internal contamination.

14. Check fuel cap

1
2
3
4
5
6
7
8
a

(=}
o
o
(=}
(=}
o
o
(=}
(=}
o
o
(=}
(=}
o
u

nder the Bonnet

Check cooling system including fan operation
Check and record Anti-Freeze protection
Check and record brake fluid conditi

Check all auxiliary drive belts /-

Gheck engine breather sys*

Check vacuum pipes.

Check power steering operation 2 {lu Zondition.
Check throttle body. Cleanifr _ ..ed

Gheck battery level and lubricate terminals
Check and tap up all under bonnet fluid levels.
Replace air filter.”

Replace spark plugs.™

Replace fuel filter.™

Replace pollen filter.”

oooooooooooooa

Engine Size

Chassis No:

Vehicle Inspection Checklist

Vehicle Raised

29. Change oil, filter and fit new sump plug washer

30. Check fuel lines and brake pipes

31. Check the condition and security of the exhaust.

32. Check and top up axle and transfer box oil
levels.”

33. Check and top up gear box oil level.

34. Check all steering and suspension joints.
mountings and gaiters.

35. Carry out tyre report.

36. Check all wheel bearings for excessive ‘play’
and noise (adjust if required)

37. Check CV gaiters and joints for wear or splits

38. Check clutch cable/cylinder*

39. Grease all greasing points.*

40. Check cpera* 2 condition of frant brakes.

41. Che~" operat  an- condition of rear brakes.
“nci ng han.  .ne)

42, rry, tbrake

0oooo 0o 00 oooo

- Lowe

Refill engine with specified grade oil
44. Tarque wheel nuts/studs

To Finish

Cus"

O 45. Road test vehicle and report any findings

O 46. Re-check engine oil level

O 47. Carry out emission report.™

O 48. Reset service interval indicator.™

[0 49 Ensure all upholstery, gear lsver,
steering wheel, etc. are clean

O 50. Stamp semvice book(s)

Tyre Report OISF | NISF

Conaition

Tread mm

Pressure (Seto)

Tyre Size: Torque

Brake Report O/SR | NISR

Pads / Shoes

Discs / Drums
R

Brake Fluid Condition: OK [_| Needs Replacing [_]

[Emissions [cOo [ HC [co,[ o, [ & [Km!

|Pe!rol /Diesel ‘ %l = | % % ‘

Comments:

Technician: ... Signature:

Mnane [X] Requires Attention

Not Applicable % where applicable

Additional service operations may be required for your vehicle make / model and will be charged at extra cost

© Forté 10/06  Code: iSS PAD

&= Background & Wheel Assembly

STOCK NO.:
DATE: e CENTER NAME: CENTER NO.:

CHASSIS NO.:__ I MILEAGE: MODEL:
SOURCE: “BMW FS OFF LEASE 01 OTHER OFF-LEASE O TRADE-IN O AUCTION T
CPO ENROLLMENT DATE: (CONFIRMED BY INFOBAHN OR DCS)

SEC’ VEHICLE BACKGROUND (Guidelines & Standards page 3)

SERVICE ADVISOR NAME:
REPAIR ORDER NO.:
CURRENT SERVICE INDICATOR DISFLAY: D000 0 remaining miles
BMW NA DCS - OPEN RECALL, SERVICE ACTIONS, DN\MGE D\SCLOSUHE AND CPO PENDING STATUS (attach printout):
ORIGINAL IN-SERVICE DATE:
MAINTENANCE HISTORY: Maintenance Program? YES O NO O ACTIVE O EXPIRED O

IF ACTIVE, SCHEDULED O of FULL O

(circle one):
LAST MAJOR SERVICE: INSPECTION lor Il DATE, DEALER MILES.
LAST FLUID CHANGES: BRAKE DATE, DEALER MILES,
AND COOLANT DATE, DEALER MILES,
LAST BODY INSPECTION: DATE. DEALER MILES
BODY REPAIR HISTORY:
REPAIR ORDER NOY{S).: DATE. DEALER MILES

Comments:
UPDATE SERVICE AND WARRANTY INFORMATION BOOKLET
INSTRUMENT CLUSTER OR GODING PLUG CHANGE?
IF YES, was: 1) Service and Warranty Information Booklel updated?
2) change label attached to B pillar?

TIRE INSPECTION

TIRE TREAD BEPTH {mirimum 3 mm [4/32 in] when measured from the TOP of wear indicators) & SIDEWALL INSPECTION:
Location Inside Center Qutside Tire Condition/Comments:

Left Front mm mm mm

Left Rear mm ]

Spare mm mm mm

Right Rear mm mm mm

Right Front mm mm mm

Meets BMW
Guidelines & Standards
2
Q
Q

BRAKE INSPECTION

BRAKE PADS (minimum 5 mmj) & DISC INSPECTION:

Location Pad Measurement  Disc Condition
Left Front mn
Left Rear e __mm
Right Rear mm
Right Front mm

T
= Certified Pre-Owned =

by BMW




Checklist for IEC Members?

=

A

L}

i
=

i)

CONYERTIORAL PERFECTIODNIST VERSATILE HARD WORKING

!

OYER-WORKED FROLIFIC FLAMBOTANT

HEWROTIC COUNTERPRODUCTIVE PROCRASTINATING




Common IEC Tasks

o Administrative
— Review of submission for completeness
— Assuring proper quorum at meetings
— Recordkeeping

* |[EC reviewers/meetings
— Required ethics findings (e.g. risk / benefit)

— Informed consent elements
— Specific regulatory findings (e.g. waivers)




Examples




Use the following determination key when evaluating each requirement:

Y = requirement fulfilled

N = requirement not fulfilled (the membership must be revised)

Requirement

45 CFR 46.107

Comments

Minimum of
five members

“Each IRB shall have at least five members, with
varying backgrounds to promote complete and
adequate review of research activities commonly
conducted by the institution.”

Diversity of
membership

“Every nondiscriminatory effort will be made to
ensure that no IRB consists entirely of men or
entirely of women, including the institution's
consideration of qualified persons of both sexes,
so long as no selection is made to the IRB on the
basis of gender. No IRB may consist entirely of
members of one profession.”

Appropriate
expertise

“...the IRB shall be able to ascertain the
acceptability of proposed research in terms of
institutional commitments and regulations,
applicable law, and standards of professional
conduct and practice.”

Scientist
member

“Each IRB shall include at least one member
whose primary concerns are in scientific areas....”

Nonsclentist
member

“Each IRB shall include at least one member ...
whose primary concerns are in nonscientific
areas.”

Non-affiliated
member

“‘Each IRB shall include at least one member who
is not otherwise affiliated with the institution and
who is not part of the immediate family of a person
who is affiliated with the institution.”

Vuinerable
Populations

“If an IRB regularly reviews research that involves
a vulnerable category of subjects, such as
children, prisoners, pregnant women, or
handicapped or mentally disabled persons,
consideration shall be given to the inclusion of
one or more individuals who are knowledgeable
about and experienced in working with these
subjects.”




INFORMED CONSENT REVIEWER'’S CHECKLIST
PHSC Study #

Applicable Regulation

Introduction to the Research

21CFR50.25

45CFR48.116

[] | Simple explanation of the informed consent process.

(aj(1}

a1}

[ | Statement that the study involves research.

(aj(1}

a1}

General Information about the Research

[] | General purpose of the study.

(a)i1)

a1}

[ 1] | Description of the study methods, procedures, products or drugs.

ia)i1)

a1

] | Approximate number of subjects involved in the study.

(b)i6)

{=3T(E)]

Your Part in the Research

[0 | Expected duration of the subject’s participation, frequency of trips
to the study site, etc.

a)i1)

a1}

] | Procedures to be followed and identification of those that are
experimental.

a)i1)

a1}

Possible Risks and Benefits

] | All reasonably foreseeable discomforts and risks to the subject.
VWhenewver passible, likelihood, severity and duration of risks.

] | When applicable: statement that the particular treatment or
procedure may involve risks to the subject {or to the embryo or
fetus, if the subject is or may become pregnant) that are currently
unforeseeahble.

] | Benefits to subjects, or to others, which can reasonably be
expected.

(a)(3)

a3}

If ¥You Decide Notto Be in the Research

[1 | Participation in voluntary.

(a)(g)

a8}

] | Subject is free to refuse to participate in the study at any time
without penalty or loss of benefits to which you are otherwise
entitled.

(a)is)

apie)

Confidentiality

[ | Statement that confidentiality will be maintained and identification of

(a)is)

aps)




Proposal Summary Part 1

Note: Put all responses on this form in boldface type.

Tnitial

Amendment [Complete item 23]
Continuing Review

Expedited Review

Exempt Research Beview

PHSC Studv =:

Research Studv Title:

Sponsor Donor:

(Note: If NIH is ths sponser please have Resource Development submit a copy of the complete NIH application to the PHSC
Manager)

FCO Number:

FHI Project Leader:

This research includes the following activities (check all that applv):

O
=g
']

e

Item
Review of existing clinical medical records, data, pathological specimens
Interviews, survevs, or focus groups
Collection of biological specimens
Storage of specimens for future research
Clinical procedures
Approved drugs/devices
Experimental drugs devices
Minors
Pregnant waomen
Prisoners
Hidden or stigmatized or otherwise vulnerable populaticns
Testing for HIV, STI, and other communicable diseases

N

Is this FDA-regulated research? [] Ves [ No

For mvestigational drugs provide IND #:
For mvestigational devices provide IDE or 310(k) #:




Brieflv describe the studv population(s):

Number of subjects in research stdv: Adults: Children*:

*Children are persons who have not attained the legal age for consent to treatments or procedures involved in the
research, under the applicable law of the jurisdiction n which the research will be conducted. (45CFR46.402(a))

Describe what mechanisms, if anv, which were used to assess the attitudes of the studv population and 'or
community towards this research.

Brieflv describe the inclusion exclusion criteria.  Justification should be provided for exclusions based on race,
ethnicity, sex, age or pregnancy.

Duration of research studv:

Statement of objectives of research:

Describe mteractions and procedures mvolving subjects. How are thev (a) consistent with sound research design,
(b} not exposing subjects unnecessarilv to risk and, (c) whenever possible, alreadv being performed on the subjects
for diagnostic or treatment purposes’

Summarize anticipated risks to the subjects. Include risk of social hamm (e.g., emotional distress, loss of
confidentialitv, stigmatization } econcmic harm (e g., loss of emplovment, professional standing or reputation within
the communitv) and legal risks (e.g.. disclosure of illegal activity, negligence or abuse), as well as phvsical side
effects, pain and or phvsical injurv resulting from participation in the studv.

Summarize the benefits, if anv, for the subjects and or the smdv community:

When applicable, what provisions have been made to monitor the data collected to ensure the safetv of the subjects?
Will there be a DSMB DMC?

How will research subjects be recruited?




FHI Project Leader: Reviewer Name:
PHSC Number: Review Date:
Protocol Title:

Type of Review: O Expedited O Full

1. BACKGROUND/RATIONALE/PURPO SE

A. There is adequate justification for the study.

] YES
O MO

Review Tips:

¢ |Isthe research problem/hypothesis adequately stated?
s Are the specific aims of the research and how these will contribute to scientific/medical knowledge
adequately described?

Comments:

2. RISKS ARE MINIMIZED

A. Risks to subjects are minimized by using procedures which are consistent with sound research
design and which do not expose subjects to unnecessary risk.

Review Tips:
Consider physical, psychological, social, legal, and economic risks,
Has the appropriate departmental scientific review occurred?
Are the aims and objectives clearly defined?
Are there adequate preliminary data and is there appropriate justification for the research?
VWould altemnative procedures or subject populations reduce the likelihood or magnitude of harm, but
still answer the question?
Are there qualified staff and resources to conduct the research?
Is there appropriate monitoring of the subject during and after the research?
Are medical or psychological resources available that Subjects might require as a consequence of the
research?

Are adequate references provided?

Comments:




3. RISKS ARE REASONABLE

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.

Review Tips:

In evaluating risk, consider physical, psychological, social, economic, and legal risks. Consider anly
those risks and benefits that may result from the research, not risks and benefits of therapies subjects
would receive even if not participating in the research.

Consider physical, psychological, social, legal, and economic risks. Are the risks and benefits
adequately described?

Does the investigator have access to a population that will allow recruitment of the necessary number of
Subjects?

Does the investigator have sufficient time to conduct and complete the research?

Is the research and timeline for completion feasible?

Does the knowledge expected to result have importance?

Are there adequate plans to notify the subjects about the research results (clinical issues, suicidal,
referrals)

Comments:

4. SELECT RISK / BENEFIT ASSESSMENT

Regulatory definition of minimal risk: Minimal risk means that the probakility and magnitude of harm ar
discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in
daily life ar during the performance of routine physical or psychological examinations or tests (45 CFR
46.102(h)(1)).

*Choose Cateqgory 1 or 2 (and 23 or 2b):

O Category 1: The research involves no more than minimal risk to subjects.

O Category 2: The research involves more than minimal risk to subjects.
O Sub-category 2a: The riskis) represents a minor increase over minimal risk
O Sub-category 2b: The risk(s) represents more than a minor increase aver minimal risk.

Definition of Benefit: The Belmont Report says that “the term ‘benefit’ is used in the research context to refer to
something of positive value related to health or welfare. Unlike, ‘risk,” ‘benefit’ is not a term that expresses
probabilities.” Benefit can be realized at the individual and community/societal levels. Money or other
compensation for participation in research is not considered to be a benefit, but rather compensation for
research-related inconveniences.




Reminder

e Forms and checklists must be used
consistently to achieve maximum return

 F & C must be assessed on a recurring
basis to ensure that they are still adequate

 F & C will not make up for a lack of
experience or training — they are a tool.




