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All	
  researchers	
  participating	
  in	
  data	
  collection	
  involving	
  exercise	
  should	
  know	
  the	
  
emergency	
  plan	
  in	
  case	
  of	
  injury	
  or	
  adverse	
  event.	
  Clarkson’s	
  regulations	
  regarding	
  what	
  to	
  
do	
  in	
  case	
  of	
  injury	
  or	
  emergency	
  should	
  be	
  posted	
  in	
  the	
  lab.	
  Researchers	
  supervising	
  
cardiovascular	
  exercise	
  at	
  moderate	
  or	
  higher	
  levels	
  be	
  instructed	
  in	
  signs	
  and	
  symptoms	
  
of	
  a	
  heart	
  attack	
  (for	
  both	
  men	
  and	
  women)	
  and	
  a	
  poster	
  describing	
  these	
  signs	
  and	
  
symptoms	
  should	
  be	
  posted	
  in	
  the	
  lab.	
  (Please	
  contact	
  the	
  IRB	
  if	
  you	
  need	
  a	
  copy	
  of	
  an	
  
appropriate	
  poster.)	
  Research	
  involving	
  high	
  cardiovascular	
  risk	
  or	
  vigorous	
  
cardiovascular	
  activity	
  should	
  have	
  an	
  Automated	
  External	
  Defibrillator	
  (AED)	
  readily	
  
accessible	
  (If	
  your	
  lab	
  includes	
  an	
  AED,	
  please	
  contact	
  the	
  Environmental	
  Health	
  and	
  Safety	
  
office	
  (x6640)	
  for	
  additional	
  guidance.)	
  	
  
	
  
In	
  any	
  human	
  subjects	
  research,	
  in	
  the	
  case	
  of	
  injury	
  to	
  a	
  subject	
  Clarkson	
  regulations	
  
require	
  that	
  you	
  contact	
  Clarkson	
  Campus	
  Safety	
  at	
  6666	
  using	
  a	
  campus	
  phone	
  or	
  268-­‐
6666	
  using	
  your	
  cellphone.	
  
	
  
IRB	
  proposals	
  should	
  identify	
  types	
  of	
  risk	
  for	
  any	
  research	
  involving	
  physical	
  activity	
  and	
  
describe,	
  in	
  the	
  protocol	
  they	
  submit	
  to	
  IRB,	
  how	
  they	
  are	
  meeting	
  the	
  IRB	
  requirements	
  
for	
  managing	
  the	
  appropriate	
  risk:	
  
	
  

• Cardiovascular	
  risk:	
  See	
  Appendix	
  A.	
  
• Fall	
  risk:	
  See	
  Appendix	
  B.	
  
• Other	
  physical	
  risk	
  (e.g.,	
  musculoskeletal	
  injury):	
  See	
  Appendix	
  C.	
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Appendix	
  A:	
  Cardiovascular	
  Risk	
  
For	
  projects	
  with	
  cardiovascular	
  risk,	
  screening	
  should	
  identify	
  cardiovascular	
  risk	
  level	
  
for	
  each	
  participant	
  using	
  the	
  procedures	
  below.	
  
	
  
Initial	
  cardiovascular	
  screening	
  (for	
  risk/no-­‐risk)	
  can	
  be	
  performed	
  by	
  a	
  research	
  assistant	
  
using	
  either	
  of	
  the	
  two	
  methods	
  below.	
  	
  
	
  

• Have	
  the	
  subject	
  review	
  the	
  “AHA/ACSM	
  Health/Fitness	
  Facility	
  Pre-­‐participation	
  
Screening	
  Questionnaire”	
  (Figure	
  A.1,	
  below).	
  The	
  subject	
  can	
  participate	
  if	
  the	
  
guidelines	
  do	
  not	
  indicate	
  that	
  the	
  subject	
  should	
  consult	
  a	
  health	
  care	
  provider	
  or	
  
exercise	
  under	
  medical	
  supervision.	
  Questions	
  about	
  prescription	
  medicine,	
  
pregnancy,	
  and	
  musculoskeletal	
  conditions	
  limiting	
  physical	
  activity	
  may	
  be	
  
addressed	
  through	
  processes	
  detailed	
  in	
  the	
  IRB	
  proposal.	
  	
  

or	
  
• Have	
  the	
  researcher	
  talk	
  the	
  subject	
  through	
  the	
  ACSM	
  logic	
  model	
  for	
  

cardiovascular	
  risk	
  stratification	
  (Figure	
  A.2	
  below).	
  Explain	
  terminology	
  as	
  needed.	
  
Subjects	
  can	
  participate	
  if	
  the	
  ACSM	
  logic	
  model	
  indicates	
  Low	
  or	
  Moderate	
  Risk.	
  
The	
  researcher	
  must	
  have	
  sufficient	
  training	
  to	
  answer	
  questions	
  about	
  the	
  
criteria.	
  

	
  
After	
  you	
  have	
  determined	
  the	
  level	
  of	
  cardiovascular	
  risk,	
  describe	
  in	
  your	
  IRB	
  protocol	
  
how	
  you	
  will	
  manage	
  that	
  risk:	
  
	
  

• Low	
  Risk:	
  Safe	
  to	
  participate	
  in	
  research	
  up	
  to	
  Vigorous	
  Intensity	
  Activity	
  (Table	
  
A.1).	
  	
  

o For	
  up	
  to	
  Moderate	
  Intensity	
  cardiovascular	
  activity:	
  Generic	
  monitoring	
  for	
  
symptoms.	
  Research	
  assistants	
  can	
  collect	
  data	
  unsupervised.	
  If	
  
unanticipated	
  signs	
  or	
  symptoms	
  arise,	
  exercise	
  should	
  be	
  paused	
  until	
  
someone	
  with	
  medical	
  training	
  arrives	
  to	
  assess	
  the	
  individual	
  and	
  clears	
  the	
  
subject	
  to	
  continue	
  and	
  if	
  the	
  subject	
  chooses	
  to	
  do	
  so.	
  	
  

o For	
  Vigorous	
  Intensity	
  cardiovascular	
  activity:	
  PI	
  or	
  individual	
  with	
  
knowledge	
  and	
  skill	
  adequate	
  to	
  recognize	
  and	
  respond	
  to	
  signs	
  and	
  
symptoms	
  is	
  present	
  during	
  and	
  after	
  exercise	
  activities.	
  This	
  person	
  must	
  be	
  
able	
  to	
  focus	
  attention	
  on	
  the	
  subject	
  during	
  exercise	
  or	
  any	
  at-­‐risk	
  activities;	
  
if	
  data	
  collection	
  requires	
  attention	
  elsewhere	
  then	
  there	
  should	
  be	
  at	
  least	
  
two	
  people	
  present	
  during	
  exercise	
  with	
  one	
  person’s	
  primary	
  responsibility	
  
to	
  be	
  monitoring	
  the	
  subject	
  for	
  symptoms.	
  If	
  unanticipated	
  signs	
  or	
  
symptoms	
  arise,	
  exercise	
  should	
  be	
  paused	
  until	
  the	
  knowledgeable	
  
individual	
  clears	
  subject	
  to	
  continue	
  if	
  the	
  subject	
  chooses	
  to	
  do	
  so.	
  We	
  
strongly	
  recommend	
  that	
  someone	
  with	
  CPR	
  training	
  be	
  present	
  and	
  
Automated	
  External	
  Defibrillator	
  (AED)	
  be	
  available	
  nearby.	
  	
  CPR	
  training	
  is	
  
provided	
  through	
  the	
  Environmental	
  Health	
  and	
  Safety	
  department.	
  

• Low	
  and	
  Moderate	
  Risk:	
  Safe	
  to	
  participate	
  in	
  research	
  requiring	
  no	
  more	
  than	
  
Moderate	
  Intensity	
  cardiovascular	
  exercise	
  (Table	
  A.1	
  gives	
  some	
  examples;	
  more	
  
are	
  available).	
  Generic	
  monitoring	
  for	
  symptoms.	
  Research	
  assistants	
  can	
  collect	
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data	
  unsupervised.	
  If	
  unanticipated	
  signs	
  or	
  symptoms	
  arise,	
  exercise	
  should	
  be	
  
paused	
  until	
  someone	
  with	
  medical	
  training	
  arrives	
  to	
  assess	
  the	
  individual	
  and	
  
clears	
  the	
  subject	
  to	
  continue	
  if	
  the	
  subject	
  chooses	
  to	
  do	
  so.	
  

• High	
  cardiovascular	
  risk:	
  Subjects	
  at	
  high	
  risk	
  performing	
  moderate	
  level	
  activity	
  
or	
  subjects	
  at	
  moderate	
  risk	
  performing	
  vigorous	
  activity:	
  PI	
  or	
  individual	
  with	
  
knowledge	
  and	
  skill	
  adequate	
  to	
  recognize	
  and	
  respond	
  to	
  signs	
  and	
  symptoms	
  is	
  
present	
  during	
  and	
  after	
  exercise	
  activities.	
  This	
  person	
  must	
  be	
  able	
  to	
  focus	
  
attention	
  on	
  the	
  subject	
  during	
  exercise	
  or	
  any	
  at-­‐risk	
  activities;	
  if	
  data	
  collection	
  
requires	
  attention	
  elsewhere	
  then	
  there	
  should	
  be	
  at	
  least	
  two	
  people	
  present	
  
during	
  exercise	
  with	
  one	
  person’s	
  primary	
  responsibility	
  to	
  be	
  monitoring	
  the	
  
subject	
  for	
  symptoms.	
  If	
  unanticipated	
  signs	
  or	
  symptoms	
  arise,	
  exercise	
  should	
  be	
  
paused	
  until	
  someone	
  with	
  medical	
  training	
  arrives	
  to	
  assess	
  the	
  individual	
  and	
  
clears	
  the	
  subject	
  to	
  continue	
  if	
  the	
  subject	
  chooses	
  to	
  do	
  so.	
  	
  

Heart	
  Attacks:	
  Signs	
  and	
  Symptoms	
  to	
  Watch	
  For	
  
Research	
  involving	
  moderate	
  or	
  vigorous	
  cardiovascular	
  exercise	
  should	
  educate	
  research	
  
assistants	
  about	
  the	
  basic	
  signs	
  of	
  cardiovascular	
  distress.	
  If	
  these	
  signs	
  and	
  symptoms	
  are	
  
observed,	
  discontinue	
  exercise	
  and	
  call	
  for	
  assistance	
  from	
  someone	
  knowledgeable	
  about	
  
signs	
  and	
  symptoms	
  of	
  a	
  heart	
  attack	
  or,	
  if	
  in	
  doubt,	
  call	
  Clarkson	
  Campus	
  Safety	
  at	
  6666	
  
using	
  a	
  campus	
  phone	
  or	
  268-­‐6666	
  using	
  your	
  cellphone.	
  	
  
	
  
These	
  warning	
  signs	
  are	
  from	
  the	
  American	
  Heart	
  Association:	
  
	
  

• Chest	
  discomfort.	
  Most	
  heart	
  attacks	
  involve	
  discomfort	
  in	
  the	
  center	
  of	
  the	
  chest	
  
that	
  lasts	
  more	
  than	
  a	
  few	
  minutes,	
  or	
  that	
  goes	
  away	
  and	
  comes	
  back.	
  It	
  can	
  feel	
  
like	
  uncomfortable	
  pressure,	
  squeezing,	
  fullness	
  or	
  pain.	
  

• Discomfort	
  in	
  other	
  areas	
  of	
  the	
  upper	
  body.	
  Symptoms	
  can	
  include	
  pain	
  or	
  
discomfort	
  in	
  one	
  or	
  both	
  arms,	
  the	
  back,	
  neck,	
  jaw	
  or	
  stomach.	
  

• Shortness	
  of	
  breath	
  with	
  or	
  without	
  chest	
  discomfort.	
  
• Other	
  signs	
  may	
  include	
  breaking	
  out	
  in	
  a	
  cold	
  sweat,	
  nausea	
  or	
  lightheadedness.	
  

	
  
Women	
  may	
  experience	
  additional	
  signs	
  of	
  heart	
  attack:	
  

• As	
  with	
  men,	
  women’s	
  most	
  common	
  heart	
  attack	
  symptom	
  is	
  chest	
  pain	
  or	
  
discomfort.	
  But	
  women	
  are	
  somewhat	
  more	
  likely	
  than	
  men	
  to	
  experience	
  
some	
  of	
  the	
  other	
  common	
  symptoms,	
  particularly	
  shortness	
  of	
  breath,	
  
nausea/vomiting	
  and	
  back	
  or	
  jaw	
  pain.	
  

What	
  is	
  Moderate	
  Exercise	
  vs.	
  Vigorous	
  Exercise?	
  
Moderate	
  intensity	
  exercise;	
  40-­‐60%	
  of	
  VO2max;	
  3-­‐6	
  METs;	
  “an	
  intensity	
  well	
  within	
  the	
  
individual’s	
  capacity,	
  one	
  which	
  can	
  be	
  comfortably	
  sustained	
  for	
  a	
  prolonged	
  period	
  of	
  
time	
  (~45	
  minutes).”	
  
	
  
Table	
  A.1:	
  CDC/ACSM	
  guidelines	
  (complete	
  list	
  at	
  
http://www.cdc.gov/nccdphp/dnpa/physical/pdf/PA_Intensity_table_2_1.pdf)	
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  Moderate	
  activity	
  
3.0	
  to	
  6.0	
  METs*	
  	
  (3.5	
  to	
  7	
  kcal/min)	
  	
  

Vigorous	
  activity	
  
Greater	
  than	
  6.0	
  METs	
  	
  
(more	
  than	
  7	
  kcal/min)	
  	
  

• Walking	
  at	
  a	
  moderate	
  or	
  brisk	
  pace	
  of	
  3	
  to	
  
4.5	
  mph	
  on	
  a	
  level	
  surface	
  inside	
  or	
  outside,	
  
such	
  as	
  	
  

o walking	
  to	
  class,	
  work,	
  or	
  the	
  store	
  
o walking	
  for	
  pleasure	
  
o walking	
  the	
  dog	
  	
  
o walking	
  as	
  a	
  break	
  from	
  work	
  	
  

• Walking	
  downstairs	
  or	
  down	
  a	
  hill	
  	
  
• Racewalking—less	
  than	
  5	
  mph	
  	
  
• Using	
  crutches	
  	
  
• Hiking	
  	
  
• Roller	
  skating	
  or	
  in-­‐line	
  skating	
  at	
  a	
  

leisurely	
  pace	
  	
  
• Bicycling	
  5	
  to	
  9	
  mph,	
  level	
  terrain,	
  or	
  with	
  

few	
  hills	
  	
  
• Stationary	
  bicycling—using	
  moderate	
  effort	
  

• Racewalking	
  and	
  aerobic	
  walking—5	
  mph	
  
or	
  faster	
  	
  

• Jogging	
  or	
  running	
  	
  
• Wheeling	
  your	
  wheelchair	
  	
  
• Walking	
  and	
  climbing	
  briskly	
  up	
  a	
  hill	
  	
  
• Backpacking	
  	
  
• Mountain	
  climbing,	
  rock	
  climbing,	
  rapelling	
  	
  
• Roller	
  skating	
  or	
  in-­‐line	
  skating	
  at	
  a	
  brisk	
  

pace	
  
• Bicycling	
  more	
  than	
  10	
  mph	
  or	
  bicycling	
  on	
  

steep	
  uphill	
  terrain	
  	
  
• Stationary	
  bicycling—using	
  vigorous	
  effort	
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ACSM	
  3-­‐Tier	
  System	
  
Document	
  presence	
  or	
  absence	
  of	
  the	
  following	
  diseases,	
  signs,	
  symptoms,	
  and	
  risk	
  factors.	
  
Terminology	
  for	
  risk	
  factors,	
  signs	
  and	
  symptoms	
  noted	
  in	
  tables	
  2.2	
  &	
  2.3	
  below.	
  The	
  
researcher	
  using	
  the	
  ASCM	
  3-­‐Tier	
  System	
  must	
  have	
  the	
  expertise	
  necessary	
  to	
  
answer	
  potential	
  subject's	
  questions	
  about	
  the	
  system.	
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Appendix	
  B:	
  Fall	
  Risk	
  
For	
  projects	
  with	
  fall	
  risk,	
  screening	
  should	
  quantify	
  the	
  degree	
  of	
  fall	
  risk	
  for	
  each	
  
participant.	
  The	
  two-­‐part	
  fall	
  screening	
  can	
  be	
  performed	
  by	
  the	
  primary	
  researcher	
  or	
  
research	
  assistant:	
  	
  
	
  

1. Has	
  person	
  fallen	
  in	
  the	
  past	
  6	
  months?	
  If	
  “yes,”	
  then	
  the	
  person	
  is	
  positive	
  for	
  fall	
  
risk.	
  If	
  “no,"	
  complete	
  the	
  second	
  part.	
  	
  

2. Perform	
  a	
  "Timed	
  Up	
  and	
  Go"	
  test:	
  if	
  the	
  time	
  is	
  greater	
  than	
  14	
  seconds,	
  then	
  the	
  
person	
  is	
  a	
  fall	
  risk.	
  (General	
  test	
  procedures	
  available	
  at	
  
http://www.nyc.gov/html/doh/downloads/pdf/win/tug-­‐test.pdf.)	
  

	
  
Follow	
  the	
  procedures	
  listed	
  below	
  for	
  the	
  relevant	
  level	
  of	
  fall	
  risk:	
  

No	
  Fall	
  Risk	
  
• Person	
  monitoring	
  for	
  signs	
  &	
  symptoms	
  of	
  balance	
  problems	
  does	
  not	
  need	
  special	
  

training	
  in	
  fall	
  risk.	
  Research	
  assistants	
  can	
  collect	
  data	
  unsupervised.	
  	
  

Possible	
  Fall	
  Risk	
  
• An	
  individual	
  with	
  knowledge	
  and	
  skill	
  adequate	
  to	
  recognize	
  and	
  respond	
  to	
  

balance	
  dysfunctions	
  is	
  with	
  the	
  subject	
  during	
  data	
  collection	
  and	
  any	
  time	
  when	
  a	
  
fall	
  risk	
  is	
  present	
  during	
  the	
  research	
  process.	
  There	
  needs	
  to	
  be	
  a	
  plan	
  in	
  case	
  of	
  
fall.	
  This	
  person	
  must	
  be	
  able	
  to	
  focus	
  attention	
  on	
  the	
  subject	
  during	
  fall	
  risk	
  
activities.	
  

or	
  
• Procedures	
  are	
  in	
  place	
  to	
  eliminate	
  chance	
  of	
  fall	
  even	
  with	
  loss	
  of	
  balance	
  (e.g.,	
  

harness	
  support).	
  All	
  researchers	
  collecting	
  data	
  must	
  be	
  trained	
  in	
  adequate	
  safety	
  
protocols	
  to	
  minimize	
  chance	
  of	
  fall	
  during	
  all	
  stages	
  of	
  subject	
  participation.	
  There	
  
needs	
  to	
  be	
  a	
  plan	
  in	
  case	
  of	
  fall.	
  

	
  
Also,	
  in	
  your	
  protocol,	
  indicate	
  that	
  in	
  the	
  case	
  of	
  injury	
  you	
  will	
  call	
  Clarkson	
  Campus	
  
Safety	
  at	
  6666	
  using	
  a	
  campus	
  phone	
  or	
  268-­‐6666	
  using	
  your	
  cellphone.	
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Appendix	
  C:	
  Other	
  Physical	
  Risk	
  
There	
  is	
  no	
  single	
  screening	
  tool	
  appropriate	
  to	
  all	
  situations.	
  Your	
  proposal	
  must	
  include	
  
an	
  appropriate	
  screening	
  tool	
  and	
  risk	
  management	
  plan.	
  You	
  can	
  draw	
  on	
  the	
  guidelines	
  
listed	
  below	
  as	
  you	
  draft	
  your	
  proposal.	
  
	
  
In	
  your	
  protocol,	
  indicate	
  that	
  in	
  the	
  case	
  of	
  injury	
  you	
  will	
  call	
  Clarkson	
  Campus	
  Safety	
  at	
  
6666	
  using	
  a	
  campus	
  phone	
  or	
  268-­‐6666	
  using	
  your	
  cellphone.	
  	
  

Low	
  Risk	
  Of	
  Injury,	
  Possible	
  Injury	
  Would	
  Be	
  Minor	
  	
  
Individual	
  monitoring	
  for	
  signs	
  and	
  symptoms	
  of	
  musculoskeletal	
  problems	
  does	
  not	
  need	
  
special	
  training	
  in	
  injury	
  assessment.	
  Research	
  assistants	
  can	
  collect	
  data	
  unsupervised.	
  

Moderate	
  Risk	
  Of	
  Injury	
  Or	
  Injury	
  Could	
  Be	
  Moderately	
  Severe	
  
Researchers	
  screening	
  and	
  interacting	
  with	
  subjects	
  must	
  have	
  adequate	
  knowledge	
  and	
  
skill	
  to	
  recognize	
  and	
  respond	
  to	
  signs	
  and	
  symptoms	
  present	
  during	
  or	
  after	
  exercise	
  
activities.	
  There	
  needs	
  to	
  be	
  a	
  plan	
  in	
  case	
  of	
  injury.	
  
	
  
	
  
	
  
	
  


