Cardiovascular Cell Therapy Research Network
i PACE Protocol Workbook

FORM NO. CNDOO1
Study ID:
Date source form completed (mm/dd/yyyy): / /
PACE Screening Form
Date screened (mm/dd/yyyy): / /
Sex: M ] F [
Age:  (years)
Hispanic, Latino or Spanish Origin: Y [] N []
Race (choose one):
White
Black or African American
Asian
Native Hawaiian or Other Pacific Islander
American Indian or Alaska Native
Other
How did the patient first find out about this study? Please choose the closest answer.
L] Cardiologist or other physician
[_IResearch nurse or other non-physician medical personnel

oo

L] Clinicaltrials.gov website

[internet (not including clinicaltrials.gov)
[1Facebook or Twitter

L] Newspaper/Magazine

[IHospital flyer or other print advertisement
[1Radio/TV

[_IReferred by a friend or other non-medical person
[1other (please specify):
[INo Response

Inclusion Criteria

1) Does the patient have atherosclerotic PAD with claudication (exercise
induced pain, cramps, fatigue, or other equivalent discomfort involving large
muscle groups of the leg(s) that is consistently relieved by rest)?

2) Does the patient have atypical leg pain (exertional leg pain that does not
begin at rest or does not resolve consistently with rest) ?

<[
z[]

z[ |1z []

3) Is the patient > 40 years old?

4) Does the patient have a resting ankle-brachial ]
index of < 0.90 OR a resting toe-brachial index of Neither
less than 0.70 at baseline testing? Available
5) Does the patient have significant stenosis or occlusion of infrainguinal ] ]

Y

<
Z|:|'<|:|'<D

ABI value: | TBI value:

arteries including the superficial femoral artery, popliteal artery and/or Not
infrapopliteal arteries determined by: Duplex ultrasound imaging, lower Available
extremity CTA, lower extremity MRA, or lower extremity catheter-based
contrast arteriography?

z [
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Cardiovascular Cell Therapy Research Network
i PACE Protocol Workbook

FORM NO. CNDOO1

Study ID:
Date source form completed (mm/dd/yyyy): / /
PACE Screening Form
6) Does the patient agree to participate in this trial? I I O I
If no, please check a reason below (required): Y N Not
[] Declined Available

(] Does not want placebo

[ ] Could not decide

[] Too far / Transportation issues

[_1 Family issues or concerns

(] Unwilling to participate in study procedures and/or follow-up

[[] Too busy / Too much going on

L1 other (please specify)
Exclusion Criteria | [ No evidence in medical record of an exclusion
If box above is checked, the rest can be blank, or select 1 or more criteria below for a screen failure.

7) Does the patient have presence of any musculoskeletal disease, cardiac or | [ | [] ]
pulmonary, or neurological disease that limits the patient's ability to walk to v I N Not
fulfill protocol requirements (claudication must be the consistent primary Available
exercise limitation)?
8) Is the patient unable to complete the treadmill testing per protocol I;' %l NDot
requirements?
a Available
: : o I
9) Is the patient able to walk for more than 12 minutes on the treadmill during
) . Y [N
treadmill testing? Not
Available
o . , | O
10) Does the patient identify both legs as equivocally symptomatic or alternate
. . . Y | N Not
between symptomatic legs on the baseline treadmill tests? X
Available
o o
11) Does the patient have critical limb ischemia (Rutherford classes 4 or 5)? Y| N Not
Available
12) Has the patient had a recent (< 3 months) infrainguinal revascularization O ]
(surgery or endovascular revascularization) or is planned during the study Y| N Not
period? Available
o o
13) Does the patient have peripheral pitting edema >2+? Y | N Not
Available
14) Is the patient pregnant, planning to become pregnant in the next 12 I%' %l ND
months, or lactating? _Ot
Available
15) Has the patient had a CHF hospitalization within the last 1 month prior to RN ]
enrollment (as defined by the standard definitions of CHF and ACS by the Y [ N Not
AHA)? Available
16) Has the patient had acute coronary syndrome within the last 1 month prior | [ | [] ]
to enrollment (as defined by the standard definitions of CHF and ACS by the Y| N Not
AHA)? Available

Workbooks Version 9 -- 3/12/2015 - Screening (4 pages)



Cardiovascular Cell Therapy Research Network
i PACE Protocol Workbook

FORM NO. CNDOO1
Study ID:
Date source form completed (mm/dd/yyyy): / /
PACE Screening Form
17) Does the patient have known HIV positive or have active HBV or HCV L L]
disease? NOt
Y [ N [Available
. . i || O
18) Does the patient have a history of cancer within the last 5 years, except
basal cell skin carcinoma? NOt
Y [ N [Available
19) Does the patient have any bleeding diathesis defined as INR > 2.0 (off L1 O L]
anticoagulation therapy) or history of platelet count less than 100,000 or Y| N Not
hemophilia? Available
20) Does the patient have a contraindication to MRI (including knee/tibial/fibular| [] | [] ]
replacement hardware in the index leg) or a known allergy to MR contrast Not
media? Y | N [Available
21) Does the patient have chronic kidney disease (eGFR <30 by MDRD or L ND
Mayo or Cockcroft-Gault formula)? lot
Y | N [Available
() .
22) Does the patient have uncontrolled diabetes (HbA1C > 8.5)? Not
Y Available
: : N o . L] ]
23) Is the patient planning a change (initiation or termination) to active
. . . ; . o Y | N Not
involvement in a supervised exercise program during study participation?
Available
. . . . . RN ]
24) Is the patient planning to change PAD medical therapy during the duration
of the study? NOt
Y [ N [Available
25) Is the patient unable to provide written informed consent due to cognitive or L L]
language barriers? NOt
Y [ N [Available
o] o
26) Is the patient enrolled in another clinical investigative trial? Not
Y [ N [Available
27) Does the patient have any condition requiring immunosuppressant L L]
medications? NOt
Y [ N [Available
. . . . N RN ]
28) Does the patient have a history of inflammatory or progressively fibrotic
conditions? NOt
Y [ N [Available
29) Does the patient have a patent infrainguinal bypass graft in the index limb, | [_]| [] L]
with or without evidence of a hemodynamically significant stenosis or other Not
defect (kinking, pseudoaneurysm, or fistula)? Note: Patients with an occluded Y | N .
P . Available
infrainguinal bypass graft or a patent aortobifemoral or femoral-femoral bypass
graft are NOT excluded.
o] o
30) Does the patient have myelodysplastic syndrome (MDS)? Y| N Not
Available

Workbooks Version 9 -- 3/12/2015 - Screening (4 pages)



Cardiovascular Cell Therapy Research Network
i PACE Protocol Workbook

FORM NO. CNDOO1

Study ID:
Date source form completed (mm/dd/yyyy): / /
PACE Screening Form
. . : || O
31) Does the patient have any untreated stenosis > 70% of the distal aorta,
- o . . . o Y| N Not
common iliac, or external iliac arteries by CT, Angiography or MRI imaging? _
Available
32) Is there presence of any clinical condition that in the opinion of the PI L L]
makes the patient not suitable to participate in this trial? NOt
Y [ N [Available

Comments

Entered to eCRF D Initials

Workbooks Version 9 -- 3/12/2015 - Screening (4 pages)



Cardiovascular Cell Therapy Research Network
' PACE Protocol Workbook

FORM NO. CND002

Study ID:

Acrostic Identifier (if applicable):

Date source form completed (mm/dd/yyyy): / /

Demographics

Last Name:

First Name:

Middle Initial:

Has the participant signed the Biorepository Consents signed:

consent form? Y [N [] Samples for future research Yy OLIN [

If yes, Date of Consent: (mm/dd/yyyy) Samples for genetic research y OIN [
/ / Inclusion of de-dentified information y [LIN [

If no, please check a reason below:

Declined

Does not want placebo

Could not decide

Too far / Transportation issues

Family issues or concerns

Unwilling to participate in study procedures and/or follow-up
Too busy / Too much going on

Jodoodon

Other (please specify):
Agreed to be contacted for future trial opportunities: Y[] N L[] N/A(IRBdoes notallow) [ ]
Date of Birth: (mm/dd/yyyy) / /
Gender| M []
Hispanic, Latino, or Spanish Origin| Y []
Race (choose one):
White
Black or African American

F [
N [] No response []

Asian
Native Hawaiian or Other Pacific Islander
American Indian or Alaska Native
Other
No response
Marital Status (choose one):
Married

Living with a partner
Single/never married
Widowed

Divorced

Separated

Oodoodno |(boododd

No response

Workbooks Version 4 -- 3/5/2015: Demographic (2 pages)



Cardiovascular Cell Therapy Research Network
' PACE Protocol Workbook

FORM NO. CND002

Study ID:

Acrostic Identifier (if applicable):

Date source form completed (mm/dd/yyyy): / /

Demographics

Highest Education Level (choose one):

Unknown []
Some schooling (no diploma) L]
High School Diploma or GED L]
Some college or Associate's Degree (2 years) L]
Bachelor's Degree (4 years) L]
Master's Degree []
Doctorate Degree L]
Professional Degree (MD, DDS, DVM, JD, etc.) []
No response []

Comments

Entered to eCRF [] Initials

Workbooks Version 4 -- 3/5/2015: Demographic (2 pages)



Cardiovascular Cell Therapy Research Network
' PACE Protocol Workbook

FORM NO. CNDO003
Acrostic ldentifier:

Study ID:
Date source form completed (mm/dd/yyyy): / /
Eligibility Criteria

v N Inclusion Criteria (Must answer Yes to either the first or second question AND Yes to all
remaining questions to be eligible)

L] [1 |Patient has atherosclerotic PAD with classic claudication (exercise induced pain, cramps,
fatigue, or other equivalent discomfort involving large muscle groups of the leg(s) that is
consistently relieved by rest) as defined by the San Diego Claudication Questionnaire.

L] [ ] |Patient has atypical leg pain (exertional leg pain that does not begin at rest or does not
resolve consistently with rest) as defined by the San Diego Claudication Questionnaire.

[] [] [|Patientis at least 40 years of age.

L] [] [|Patient has a resting ankle-brachial index of less than 0.90 or a resting toe-brachial index of
less than 0.70 at baseline testing.

] [ ] |Patient has significant stenosis or occlusion of infrainguinal arteries including the superficial
femoral artery, popliteal artery and/or infrapopliteal arteries determined by: Duplex ultrasound
imaging, or lower extremity CTA, or lower extremity MRA, or lower extremity catheter-based
contrast arteriography.

Exclusion Criteria (Must answer No to all questions to be eligible)
[] [] |Presence of any musculoskeletal disease, cardiac or pulmonary disease, or neurological

disease that limits the patient's ability to walk to fulfill protocol requirements (claudication must
be the consistent primary exercise limitation).

Inability to complete treadmill testing per protocol requirements.

Ability to walk for more than 12 minutes on the treadmill during treadmill testing.

Identified both legs as equivocally symptomatic or alternated between sympotomatic legs on
the baseline treadmill tests.

Critical limb ischemia (Rutherford classes 4 or 5).

Recent (< 3 months) infrainguinal revascularization (surgery or endovascular
revascularization) or planned during study period.

Peripheral pitting edema >2+.

Pregnant, planning to become pregnant in the next 12 months, or lactating status.

CHF hospitalization within the last 1 month prior to enroliment (as defined by the standard
definitions of CHF and ACS by the AHA).

Acute coronary syndrome in the last 1 month prior to enroliment (as defined by the standard
definitions of CHF and ACS by the AHA).

HIV positive or active HBV or HCV disease.

History of cancer within the last 5 years, except basal cell skin carcinoma.

Any bleeding diathesis defined as an INR >2.0 (off anticoagulation therapy) or history of
platelet count less than 100,000 or hemophilia.

Contraindication to MRI (including kneef/tibial/fibular replacement hardware in the index leg) or
known allergy to MR contrast media.

Chronic kidney disease (eGFR < 30 by MDRD or Mayo or Cockcroft-Gault formula).
Uncontrolled diabetes (HbA1C >8.5).

O O oo O goOo g0 goo
oo o Oog O Oog oo Ooo
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Cardiovascular Cell Therapy Research Network
' PACE Protocol Workbook

FORM NO. CND0OO03

Acrostic ldentifier:

Study ID:

Date source form completed (mm/dd/yyyy): / /

Eligibility Criteria

Exclusion Criteria (Must answer No to all questions to be eligible)

Planned change (iniate or terminate) to active involvement in a supervised exercise program
during study participation.

Plans to change PAD medical therapy during the duration of the study.

Unable to provide written informed consent due to cognitive or language barriers.

Enrolled in another clinical investigative trial.

Any condition requiring immunosuppressant medications.

History of inflammatory or progressively fibrotic conditions.

Lo ooty =<
] ] I 2

Has a patent infrainguinal bypass graft in the index limb, with or without evidence of a
hemodynamically significant stenosis or other defect (kinking, pseudoaneurysm, or fistula).
Note: Patients with an occluded infrainguinal bypass graft or a patent aortobifemoral or
femoral-femoral bypass graft are NOT excluded.

[ 1 [Myelodysplastic syndrome (MDS).
[ ] [Any untreated stenosis > 70% of the distal aorta, common iliac, or external iliac arteries by CT,
Angiography or MRI imaging.

L O

[ ] [Any other clinical condition that in the opinion of the Pl makes the patient not suitable to
participate in this trial.

[] |This patient became ineligible during the screening process; not all data were collected to answer
every question; all questions addressed with the patient have been answered.

Comments:
[] PI reviewed Eligibility Criteria worksheet Date PI reviewed (mm/ddlyyyy): / /
Pl Signature Date:
RNC Signature Date:
Entered to eCRF |:| Initials

Workbooks Version 6 -- 3/12/2015 - Eligibility (2 pages)



PACE Protocol Workbook

Cardiovascular Cell Therapy Research Network

FORM NO. CND0O4

Acrostic Identifier:

Study ID:

Date source form completed (mm/dd/yyyy):

/ /

Baseline Risk Factors

Diabetes No [] Typel [] Typell [
Diabetes Treatment: Oral Hypoglycemics [ ] Neither []
Insulin ] Both [ ]
Hypertension No [ Yes []
Hypertension Treatment: No medication [ ]
1 medication [_]
2 or more medications [_]
Hyperlipidemia No [ Yes []
Hyperlipidemia Treatment: Diet controlled []
Drug controlled [ ]
Neither []
Smoking Never [] Previous [] Current []
Yr stopped: packs/day:
Comorbidities
History of cancer No [ Yes [ Unknown  []
(If <5 years, patient is excluded If yes, type of cancer:
unless basal cell carcinoma) Date of diagnosis: /[
History of renal insufficiency No [ Yes [ Unknown []
If yes, is the patient on dialysis? No [ Yes [ Unknown [
Angina No [  Stable [  Unstable []
Carotid disease, asymptomatic No [] Yes []
History of TIAs No [] Yes []
History of stroke No [ C;gﬁ;: ] ngzllsgly
History of aneurysm No [ Yes [
Obese No [ Yes [
PAD History
Prior to this visit, have you undergone treatment for: :::;t ngt If yes, most recent date
Lower extr_emity revascularization -- No [ Yes 0|l O [
open surgical (bypass)
Low_er extremity revascularization -- open No . Yes | O ;)
surgical (endarterectomy)
Lower extremity revascularization -- No = Yes Ol O [
endovascular
History of claudication No O Yes | O

Workbooks Version 3 -- 4/15/14
Baseline Risk (2 pages)



Cardiovascular Cell Therapy Research Network
) PACE Protocol Workbook

FORM NO. CND004
Acrostic Identifier:
Study ID:
Date source form completed (mm/dd/yyyy): / /
Baseline Risk Factors
Describe Other Revascularization Procedures:
1.
2.
3.
4,
5.
Other Cardiac History
Prior to this visit, have you undergone treatment for:
Congestive heart failure No | 1| Yes | [
PCI No | [ Yes | [
Previous Ml No ] Yes | [
Bypass surgery No 1 Yes ]
Cardiac catheterization No ] Yes | [
Carotid endarterectomy/angioplasty No 1 Yes ]
Cardiac pacemaker No ] Yes ]
Valvular heart disease No ] Yes ]
If yes, check all that apply: mitral ]
aortic [
pulmonic []
tricuspid []
Other cardiovascular interventions No ] Yes | [
If yes, please describe other coronary interventions:
Procedure:
1.
2.
3.
4.
5.
Questions:
If female, are you of child bearing No [ yes [1 NA [
potential? If no, check one: post menopausal [ ]surgically sterile [ ]
Comments:
Entered to eCRF [ ] Initials

Workbooks Version 3 -- 4/15/14
Baseline Risk (2 pages)



W Cardiovascular Cell Therapy Research Network
PACE Protocol Workbook

FORM NO. CNDOO05

Acrostic ldentifier:

Study ID:
Date source form completed (mm/dd/yyyy): / /

Physical Exam - Baseline
Date of Exam: / / |

[] Check this box if re-consent was required

Date patient reconsented: / / Consent version:
Rutherford Category: e
Vital Signs e
9 0 Classification:
Height: [] inches [] cm 1 [ Stage 1 ]
. Eligible
Weight: []pounds [] kg 2 ] Stage 2a ]
Temperature: |__ _ . °F [] oral [] auricle 3 [ Stage 2b ]
Respirations: | breaths/minute 4 Stage 3 ]
Heartrate: | _  beats/minute 5 [ Ineligible Stage 4 ]
Fontaine Classification: 1=no symptoms;
/ . 6 |:| 2a=intermittent claudication w/o pain on
Blood Pressure:(——— — mmHg (supine) Rutherford Categorion: resting, but with claudication at a distance
SBP DBP — - (f] — of >200 meters; 2b=intermittent
O=asymptomatic; 1=mild
claudication: 2—ny10derate claudication w/o pain on resting, but with a
claudicationZ 3:severe claudication; claudication distance of <200 meters;
dischemic }es_t Sin: S=minor | 3=noctumal and/or resting pain;
ti;sue loss: 6—Ulsera’tio; or 4=necrosis (death of tissue) and/or
gangrene e gangrene in the limb.
PAD Treatment:
Have you participated in a supervised exercise program (e.g. with a trainer, exercise protocol
or rehabilitation program) for at least 2 weeks within the last six weeks or are planning to joina| Yes [ ] No []
program during the study period? (If yes, patient is excluded)
Have you changed medical therapy for PAD within the last four weeks? (If yes, please Yes [] No [
describe changes in comments -- patient is excluded)

Exam: If "Abnormal” is checked, please "Describe" the condition and also check if "Clinically Significant"

Organs Exal\lfr?itne d Normal [Abnormal Sci:g;igii;i:cazlalﬁt Describe
Skin OJ Ul ] L]
HEENT ] L] ] L]
Lungs O ] O ]
Heart ] L] ] ]
Abdomen ] L] ] ]
Lymph Nodes ] ] O ]
Musculoskeletal ] ] O O
Neurological ] ] O O
Other: ] L] ] ]

Workbooks Version 4 --12/13/13
Baseline Physical Exam (2 pages)



W Cardiovascular Cell Therapy Research Network
PACE Protocol Workbook

FORM NO. CND005
Acrostic Identifier:
Study ID:
Date source form completed (mm/dd/yyyy): / /
Physical Exam - Baseline
Vascular Exam
Pulses: Left Right
Bounding (3+) [] Bounding (3+) []
Carotid Normal (2+) [J Normal (2+) []
Diminished (1+) [  |Diminished (1+) [
Absent (0) L] Absent (0) L]
Bounding (3+) [] Bounding (3+) []
Normal (2+) [ Normal (2+) []
Femoral Diminished (1+) [J  |Diminished (1+) [J
Absent (0) L] Absent (0) L]
Bounding (3+) [] Bounding (3+) []
: Normal (2+) [ Normal (2+) []
Popliteal Diminished (1+) [J  |Diminished (1+) [J
Absent (0) L] Absent (0) L]
Bounding (3+) [] Bounding (3+) []
— Normal (2+) [ Normal (2+) []
Posterior Tibial (PT) Diminished (1+) [J  |Diminished (1+) [J
Absent (0) L] Absent (0) L]
Bounding (3+) [] Bounding (3+) []
: . Normal (2+) [ Normal (2+) []
Dorsalis Pedis (DP) Diminished (1+) [J  |Diminished (1+) [J
Absent (0) L] Absent (0) L]
PAD Symptoms and Signs: Left Leg Right Leg
Skin ulcers? Yes[] No [ Yes[] No []
Gangrene? Yes[] No [ Yes[] No []
Ischemic rest pain? Yes[] No [ Yes[] No []
3+ O 3+ ]
. . o 2+ ] 2+ (]
Pitting Edema (If 3+ is checked, patient is excluded) 1+ 0 1+ 0
None L] None L]
Questions
Has the patient experienced any reportable (grade 2 or higher) adverse events since consent signed?
Yes [] No []
(If yes, complete AE form)
Has the patient completed the San Diego Claudication Questionnaire? (If no, please explain in Comments) Yes [] No[]
Has the patient completed Quality of Life Questionnaires (WIQ, PAQ, and Patient Expectaion Survey)?
L Yes [] No[]
(If no, please explain in Comments)
x\i’arfr;r;irLr:Tectlous DISease lab panel drawn and sent 1or analysis? (If no, please enter a reason In Yes [ No[]
Was the Treadmill Test with pre & post ABIs, COT and PWT completed to send to the Core Lab? (If no,
L Yes [] No[]
please explain in Comments)
Was the MRI completed to send to the Core Lab? (If no, please explain in Comments) Yes [] No []
Comments:
MD Signature Date:
Entered to eCRF ] Initials

Workbooks Version 4 --12/13/13
Baseline Physical Exam (2 pages)



(FPTR\I » Cardiovascular Cell Therapy Research Network
QO PACE Protocol Workbook

FORM NO. CNDOO5

Acrostic ldentifier:

Study ID:
Date source form completed: / /
Physical Exam - FollowUp (BMA)
Date of Exam: / / [ visit is outside time window Reason:
[] Check this box if re-consent was required Visit Type:
Date patient reconsented: / / Consent version:
Vital Signs
Weight: [] pounds [] kg
Temperature: |__ _ . °F [] oral [] auricle
Respirations: | breaths/minute
Heartrate: | beats/minute
Blood Pressure: / mmHg (supine)
SBP DBP
Exam: If "Abnormal” is checked, please "Describe" the condition and also check if "Clinically Significant"
Have changes occurred since previous visit? Yes[_] No [ If no, table is complete.
Organs th Normal |Abnormal C_:Iln_lc_:ally Describe
Examined Significant
Skin ] 0l ] ]
HEENT O 0l O (I
Lungs O ] O ]
Heart O ] ] ]
Abdomen 1 ] 1 1
Lymph Nodes O ] ] ]
Musculoskeletal 1 ] 1 1
Neurological O ] ] ]
Other: 1 ] 1 1
Vascular Exam
Pulses: Left Right
Bounding (3+) [] Bounding (3+) []
Carotid Normal (2+) [ Normal (2+) []
Diminished (1+) [ Diminished (1+) [
Absent (0) [J Absent (0) [
Bounding (3+) [ Bounding (3+) []
Normal (2+) [] Normal (2+) []
Femoral Diminished (1+) [ Diminished (1+) [
Absent (0) [ Absent (0) []

Workbooks Version 5--12/13/13
Follow-up Physical Exam (BMA) - (2 pages)



(FPTR\I » Cardiovascular Cell Therapy Research Network
QO PACE Protocol Workbook

FORM NO. CNDOO5

Acrostic ldentifier:

Study ID:
Date source form completed: / /
Physical Exam - FollowUp (BMA)
Vascular Exam
Pulses: Left Right
Bounding (3+) [] Bounding (3+) []
Popliteal Normal (2+) [] Normal (2+) []
P Diminished (1+) [J  |Diminished (1+) [J
Absent (0) [ Absent (0) [
Bounding (3+) [] Bounding (3+) []
o Normal (2+) [ Normal (2+) [
Posterior Tibial (PT) Diminished (1+) [1  |Diminished (1+) [
Absent (0) [J Absent (0) [
Bounding (3+) [] Bounding (3+) []
. . Normal (2+) [] Normal (2+) []
Dorsalis Pedis (DP) Diminished (1+) [ Diminished (1+) [
Absent (0) [ Absent (0) [
PAD Symptoms and Signs: Left Leg Right Leg
Skin ulcers? Yes[] No [ Yes[] No [
Gangrene? Yes[] No [ Yes[] No [
Ischemic rest pain? Yes[J No [ Yes[] No [
3+ O 3+ O]
- . o 2+ O 2+ L]
Pitting Edema (If 3+ is checked, patient is excluded) 14 O 1+ 0
None [ None [J
Questions

Has the patient experienced any reportable (grade 2 or higher) adverse events since the last visit?

(If yes, complete AE form) ves [1No []
Have there been any changes to medications since last visit? (If yes, update medication form) Yes [] No []
Has the patient completed Quality of Life Questionnaires (WIQ & PAQ Survey)? (If no, please

L Yes [] No []
explain in Comments)
Was the Treadmill Test with pre & post ABIs, COT and PWT completed to send to the Core Yes [ No []
Lab? (If no, please explain in Comments)
What is your smoking status? Never [] Previous [] Current []

Yr stopped: packs/day:

Were one 3 ml, one 4 ml and one 10 ml purple top tubes of peripheral blood drawn to ship to
the biorepository for FACS analysis and a second 3 ml purple top tube of peripheral blood ves (I No O

drawn for plasma and buffy coat collection ? (If no, please explain in the Comments)
Verify patient consented to Biorepository before you draw Biorepository bloods.
Comments:

MD Signature Date:

Entered to eCRF  [] Initials

Workbooks Version 5--12/13/13
Follow-up Physical Exam (BMA) - (2 pages)



(FPTRLI » Cardiovascular Cell Therapy Research Network
QO PACE Protocol Workbook

FORM NO. CNDOO5

Acrostic ldentifier:

Study ID:
Date source form completed (mm/dd/yyyy): / /
Physical Exam - FollowUp (SPI, Wk1)
Date of Exam: / / [] visit is outside time window Reason:
[] Check this box if re-consent was required Visit Type:
Date patient reconsented: / / Consent version:
g BMA SPI
. . Infection
Vital Signs Left lliac | Right lliac L .
Assessment Crest Site | Crest Site Injection Sites
Weight: [] pounds [] kg Erythema Y[ NI YD NIl YO N [
Temperature: |__ _ . °F [] oral [] auricle Hematoma |[Y[] N[J|Y[] N[l Y[IN [
Respirations: | breaths/minute Pain Y[ N YD NIl YIIN [
Heart rate: beats/minute Commen_ts (If Yes to any above; also complete an
S AE form if grade 2 or higher)
Blood Pressure:|— —— [ mmHg (supine)
SBP DBP
Exam: If "Abnormal” is checked, please "Describe" the condition and also check if "Clinically Significant"
Have changes occurred since previous visit? Yes[_] No [ Ifno, table is complete.
Not Clinically .
Organs Examined Normal [Abnormal Significant Describe
Skin O Ol O (I
HEENT O ] ] ]
Lungs O ] O ]
Heart O ] O ]
Abdomen [ [l [ [
Lymph Nodes [ [l [ [
Musculoskeletal [ [l [ [
Neurological | O O ]
Other: | ] O ]
Vascular Exam
Pulses: Left Right
Bounding (3+) [] Bounding (3+) []
Carotid Normal (2+) [] Normal (2+) []
Diminished (1+) [J Diminished (1+) [
Absent (0) [ Absent (0) [

Workbooks Version 5--12/13/13
Follow-up Physical Exam (SPI, Wk1) - (2 pages)



(FPTR\I » Cardiovascular Cell Therapy Research Network
QO PACE Protocol Workbook

FORM NO. CNDOO05
Acrostic Identifier:
Study ID:
Date source form completed (mm/dd/yyyy): / /
Physical Exam - FollowUp (SPI, Wk1)
Vascular Exam
Pulses: Left Right
Bounding (3+) [] Bounding (3+) []
Normal (2+) [] Normal (2+) []
Femoral Diminished (1+) [J  |Diminished (1+) [J
Absent (0) [J Absent (0) [
Bounding (3+) [] Bounding (3+) []
Popliteal Normal (2+) [] Normal (2+) []
P Diminished (1+) [ Diminished (1+) [
Absent (0) [J Absent (0) [
Bounding (3+) [ Bounding (3+) [
L Normal (2+) [] Normal (2+) []
Posterior Tibial (PT) Diminished (1+) []  |Diminished (1+) [J
Absent (0) [] Absent (0) [
Bounding (3+) [] Bounding (3+) []
. . Normal (2+) [ Normal (2+) [
Dorsalis Pedis (DP) Diminished (1+) 1  |Diminished (1+) L
Absent (0) [J Absent (0) L]
PAD Symptoms and Signs: Left Leg Right Leg
Skin ulcers? Yes[] No [ Yes[] No [
Gangrene? Yes[J No [ Yes[] No[]
Ischemic rest pain? Yes[] No[] Yes[] No[]
3+ | 3+ O
- . oo 2+ O 2+ ]
Pitting Edema (If 3+ is checked, patient is excluded) 1+ O 1+ O
None L] None L]
Questions
Has the patient experienced any reportable (grade 2 or higher) adverse events since the last Yes No [
visit? (If yes, complete AE form) .
Have there been any changes to medications since last visit? (If yes, update medication form) Yes[] No []
Were one 3 ml, one 4 ml and one 10 ml purple top tubes of peripheral blood drawn to ship to
the biorepository for FACS analysis and a second 3 ml purple top tube of peripheral blood v No []
drawn for plasma and buffy coat collection ? (If no, please explain in the Comments) es[] No
Verify patient consented to Biorepository before you draw Biorepository bloods.
Comments:
MD Signature Date:
Entered to eCRF  [] Initials

Workbooks Version 5--12/13/13
Follow-up Physical Exam (SPI, Wk1) - (2 pages)



(FPTR\I » Cardiovascular Cell Therapy Research Network
QO PACE Protocol Workbook

FORM NO. CNDOO5

Acrostic ldentifier:

Study ID:
Date source form completed: / /
Physical Exam - FollowUp ( M1)
Date of Exam: / / [ visit is outside time window Reason:
[] Check this box if re-consent was required Visit Type:
Date patient reconsented: / / Consent version:
Vital Signs
Weight: [] pounds [] kg
Temperature: |__ _ . °F [] oral [] auricle
Respirations: | breaths/minute
Heartrate: | beats/minute
Blood Pressure: / mmHg (supine)
SBP DBP
Exam: If "Abnormal” is checked, please "Describe" the condition and also check if "Clinically Significant"
Have changes occurred since previous visit? Yes[_] No [ If no, table is complete.
Organs th Normal |Abnormal C_:Iln_lc_:ally Describe
Examined Significant
Skin O 0] O (I
HEENT O 0l O (I
Lungs O ] O ]
Heart O ] ] ]
Abdomen 1 ] 1 1
Lymph Nodes 1 ] 1 1
Musculoskeletal 1 ] 1 1
Neurological 1 ] 1 1
Other: 1 ] 1 1
Vascular Exam
Pulses: Left Right
Bounding (3+) [] Bounding (3+) []
Carotid Normal (2+) [ Normal (2+) []
Diminished (1+) [ Diminished (1+) [
Absent (0) [J Absent (0) [
Bounding (3+) [ Bounding (3+) []
Normal (2+) [] Normal (2+) []
Femoral Diminished (1+) [ Diminished (1+) [
Absent (0) [ Absent (0) [

Workbooks Version 5--12/13/13
Follow-up Physical Exam (M1) - (2 pages)



(FPTRLI » Cardiovascular Cell Therapy Research Network
QO PACE Protocol Workbook

FORM NO. CND005
Acrostic Identifier:
Study ID:
Date source form completed: / /
Physical Exam - FollowUp ( M1)
Vascular Exam
Pulses: Left Right
Bounding (3+) [] Bounding (3+) []
Popliteal Normal (2+) [] Normal (2+) []
P Diminished (1+) [J  |Diminished (1+) [J
Absent (0) [ Absent (0) [
Bounding (3+) [] Bounding (3+) []
o Normal (2+) [ Normal (2+) [
Posterior Tibial (PT) Diminished (1+) [1  |Diminished (1+) [
Absent (0) [J Absent (0) [
Bounding (3+) [] Bounding (3+) []
. . Normal (2+) [] Normal (2+) []
Dorsalis Pedis (DP) Diminished (1+) [ Diminished (1+) [
Absent (0) [ Absent (0) [
PAD Symptoms and Signs: Left Leg Right Leg
Skin ulcers? Yes[] No [ Yes[] No [
Gangrene? Yes[J No [ Yes[] No [
Ischemic rest pain? Yes[] No [ Yes[] No [
3+ | 3+ O
- . o 2+ O 2+ L]
Pitting Edema (If 3+ is checked, patient is excluded) 14 O 1+ 0
None [ None [l
Questions
Has the patient experienced any reportable (grade 2 or higher) adverse events since the last visit?
Yes [] No []
(If yes, complete AE form)
Have there been any changes to medications since last visit? (If yes, update medication form) Yes [] No []
Has the patient completed Quality of Life Questionnaires (WIQ & PAQ Survey)? (If no, please
o Yes [] No []
explain in Comments)
What is your smoking status? Never [] Previous [] Current []
Yr stopped: packs/day:
Were one 3 ml, one 4 ml and one 10 ml purple top tubes of peripheral blood drawn to ship to
the biorepository for FACS analysis and a second 3 ml purple top tube of peripheral blood
: P Yes [1 No I
drawn for plasma and buffy coat collection ? (If no, please explain in the Comments)
Verify patient consented to Biorepository before you draw Biorepository bloods.
Comments:
MD Signature Date:
Entered to eCRF  [] Initials

Workbooks Version 5--12/13/13
Follow-up Physical Exam (M1) - (2 pages)



(FPTR\I » Cardiovascular Cell Therapy Research Network
QO PACE Protocol Workbook

FORM NO. CNDOO5

Acrostic ldentifier:

Study ID:
Date source form completed: / /
Physical Exam - FollowUp (M3, Interim)
Date of Exam: / / [ visit is outside time window Reason:
[] Check this box if re-consent was required Visit Type:
Date patient reconsented: / / Consent version:
Vital Signs
Weight: [] pounds [] kg
Temperature: |__ _ . °F [] oral [] auricle
Respirations: | breaths/minute
Heartrate: | beats/minute
Blood Pressure: / mmHg (supine)
SBP DBP
Exam: If "Abnormal" is checked, please "Describe" the condition and also check if "Clinically Significant"
Have changes occurred since previous visit? Yes[_] No [ If no, table is complete.
Organs th Normal |Abnormal C_:Iln_lc_:ally Describe
Examined Significant
Skin O 0l O (I
HEENT O 0l O ]
Lungs O ] O ]
Heart O ] ] ]
Abdomen 1 ] 1 1
Lymph Nodes 1 ] 1 1
Musculoskeletal 1 ] 1 1
Neurological 1 ] 1 1
Other: 1 ] 1 1
Vascular Exam
Pulses: Left Right
Bounding (3+) [] Bounding (3+) []
Carotid Normal (2+) [ Normal (2+) [
Diminished (1+) [ Diminished (1+) [
Absent (0) [J Absent (0) [
Bounding (3+) [ Bounding (3+) []
Normal (2+) [] Normal (2+) []
Femoral Diminished (1+) [J  |Diminished (1+) [
Absent (0) [ Absent (0) [

Workbooks Version 5--12/13/13
Follow-up Physical Exam (M3, Interim) - (2 pages)



(FPTRLI » Cardiovascular Cell Therapy Research Network
QO PACE Protocol Workbook

FORM NO. CND005
Acrostic Identifier:
Study ID:
Date source form completed: / /
Physical Exam - FollowUp (M3, Interim)
Vascular Exam
Pulses: Left Right
Bounding (3+) [] Bounding (3+) []
Popliteal Normal (2+) [] Normal (2+) []
P Diminished (1+) [ Diminished (1+) [
Absent (0) [J Absent (0) [
Bounding (3+) [] Bounding (3+) []
N Normal (2+) [] Normal (2+) []
Posterior Tibial (PT) Diminished (1+) [J  |Diminished (14) L]
Absent (0) [J Absent (0) [
Bounding (3+) [ Bounding (3+) []
. . Normal (2+) [] Normal (2+) []
Dorsalis Pedis (DP) Diminished (1+) []  |Diminished (1+) [
Absent (0) [ Absent (0) [
PAD Symptoms and Signs: Left Leg Right Leg
Skin ulcers? Yes[] No [ Yes[] No [
Gangrene? Yes[] No [ Yes[] No []
Ischemic rest pain? Yes[] No [ Yes[] No [
3+ | 3+ O
- . o 2+ O 2+ L]
Pitting Edema (If 3+ is checked, patient is excluded) 1+ O 1+ 0
None [ None [l
Questions
Has the patient experienced any reporta