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LAWSON HEALTH RESEARCH INSTITUTE 

FINAL APPROVAL NOTICE

RESEARCH OFFICE REVIEW NO.: R-10-264

PROJECT TITLE: A Randomized Double-Blind Clinical Trial to Investigate the Use of 
Autologous Conditioned Plasma (ACP) for Patients wtlh Plantar Fasciitis

PRINCIPAL INVESTIGATOR: Dr. Kevin R, Willlti

DATE OF REVIEW BY CRIC: June 22,2010

I lealth Sciences REB#: 16901

Please be advised that the above project was reviewed by the Clinical Research Impact 
Committee and the project:

Was Approved

PLEASE INFORM THE APPROPRIATE NURSING UNITS, 
LABORATORIES, ETC. BEFORE STARTING THIS 
PROTOCOL. THE RESEARCH OFFICE NUMBER MUST BE 
USED WHEN COMMUNICATING WITH THESE AREAS.

Dr. David Hill 
V.P. Research
Lawson Health Research Institute

AUjuture correspondence concerning ¡his study should include the Research Office Review 
Number and should be directed to Sherry Paiva, CRIC Liaison, LHSC, Rm. C2J0, Nurses 
Residence, South Street H ospital

oc: Administration
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Appendix C: Letter of Information/Letter of Consent

o '  » F O W L E R  
> ¿ ^K E N N E D Y
LETTER OF INFORMATION

Title of Research;
A Randomized Double-8 ind Clinical Trial to Investigate tie  Use of Autologous 
Conditioned Plasma (ACP) for Patents wifi Plantar Fasciitis

Lead Researchers:
Dr. Kevin W ills
Fowler Kennedy Snorts Medicine Clinic. The University of Western Ontario. 
London, Ontario.

Dr. David Sanders
London Hea th Sciences Centre, Victoria Hospital. Room E4-123 
London, Ontario,

Dr. Dianne Bryant
Eibom College, The University of Western Ontario 
London , Ontari

Information:

You are being invited to participate in a research study to compare the effectiveness of 
a new injection treatment to the standard injection treatment for plantar fasciitis. The 
new treatment is called Autologous Conditioned Plasma (ACP) injection, which involves 
removing a blood sample (approximately 4 teaspoons) from your arm. separating a 
component of the blood called the plasma, and injecting the plasma into your foot at the 
site of the pain. The reason this treatment may work is that plasma contains platelets, 
which release growth factors that may acce erate the healing process. The usual 
injection treatment is corticosteroid, which has been shown to relieve pain in some 
patients.

The objective of this study is to determine whether the ACP injection will reduce pain 
and improve function and qua ity of life compared to a corticosteroid injection. In order 
to determine whether ACP injection is better than a  corticosteroid injection, we must 
randomize (like Hipping a com) you to one of these injections One hundred and forty 
(140) patients, 70 per group, will participate in this study.

1 of 6 | iP-a§e Patient Initials:

V ersio n ; April 13, 2010



Appendices 86

Procedures:

All patients between the ages of 18 and 70 who have inner heal pain or a diagnosis of 
plantar fasciitis wil be invited to take part in this study.

If you decide to participate in this study, approximately four teaspoons of blood will be 
removed torn your non-dominant arm by a nurse within two weeks of your initial 
appointment. The blood will be placed into a machine that will spin the blood and 
separate it into components, so that the plasma can be isolated for the AGP injection, if 
you are part of the AGP injection treatment group, the AGP will be injected at the site of 
maximum tenderness on your inner hee If you are part of the corticosteroid treatment 
group, the blood sample will be discarded and the inner heel will be injected with a 
cart costeroid named celestone instead of AGP.

You will not be told which injection you receive unit the end of the study because 
knowledge of treatment group has been shown to influence results in previous clinical 
studies. —

The orthopaedic surgeon will recommend that you attend physiotherapy for three 
months. We will then ask you to return for standard follow-up visits with your surgeon at 
intervals of 6 weeks, 3 months, € months and 12 months after your initial visit. At each 
visit you will be asked to complete three questionnaires and the surgeon will evaluate 
the condition of your pantar fasciitis. These follow-up visits will take less than an hour. 
Patients who have difficulties fo lowing study treatment can consul their physician for 
alternative treatment options.

Alternatives to Participation:

If you do not choose to participate in this study, you will receive the usual care for patients 
who have plantar fasciitis which may include an injection of ccrfcooid steroid and/or 
physiotherapy.

R isks:

There are no additional risks outside the standard of care to participants of this study. 
With any injection you risk infection. Both the surgeon and nurse are trained to follow 
proper sterilization procedures to minimize these risks. The data that is collected from 
you Is protected by a username and password. It travels in a scrambled format to a 
server (storage computer) that is located in Toronto. The company that houses the 
server Is a professional company with extremely high standards of physical and virtual 
security. We want to let you know however, that even with this high level of security, 
there is always a remote chance that your information could be accessed or ‘hacked* by

2 of § | P a s * P i t i m t  Initials: _____

Version: April 13, 2Q10
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someone who is not supposed to have your information. If we became aware that this 
had happened, we would Inform you immediately.

Benefits:

There may be no direct benefit to you by participating in this study: however your 
participation will help inform clinicians as to which injection treatment offers patients with 
plantar fasciitis the best outcome.

Cost/Compensation:

You will not be required to pay for parking if you participate in this study.

Voluntary Participation:

Your participation in this study is voluntary. You may refuse to participate, refuse to 
answer any questions or withdraw from the study at any time with no effect on your 
future care Should you choose to withdraw from this study, we will keep all data 
obtained up to the point that you chose to withdraw.

Participation in this study does not prevent you tom  participating in any other research 
studies at the present time or future. If you are participating in another research study, 
we ask that you p ease inform of us of your participation. You do not waive anylegal 
rights by signing the consent form.

Request for Study Results:

Should you decide to participate and want to receive a copy of the study results, please 
provide your contact information on a separate piece of paper. Once the study has 
been published, a copy will be mailed to you. Please note that the results of this study 
are not expected for at least 5 years. Should your mailing information change, please 
let us know.

Confidentiality:

All informal on will be kept in strict confidence. Upon agreeing to participate in this 
study, you w II be assigned a unique number that will be used for all your information 
and data collection. Data that is collected will be username and password protected 
and stored on a server located in Toronto through a scramb ed format. Your Identifying 
information will not appear on the database used to analyze data. In any pub ¡cation, 
presentation or report, your name will not be used and any Information that discloses 
your identity will rot be released or published.

3of 6 | P i  |  e P a t i e n t  Hi i 11 a ! s

Vf i rs i on : Apr i l  1 3 f: 2010
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Representatives of The University of Western Ontario Health Sciences Research Ethics 
Board may require access  to your study re ated records or may folio*’ up with you to 
monitor the conduct of the study.

Q uestions:

If you have questions about the conduct of the study or your rights as a research 
participant, y o u  mav contact Dr. David Hi I. Scientific Director. Lawson Health Research  
Institute

If you have questions or concerns about your surgery or physiotherapy, please contact 
your orthopaedic surgeon or physiotherapist if von have anv nuestinns ahnut this 
research, please contact Lyndsay Q ’Brecht or Dr.
Dianne Bryant at - your
orthopaedic surgeon.

This letter is yours to keep.

Sincerely,

Dr. Kevin Wil ts .  MD, F R C S C  
Dr. David Sanders. MD, F R C S C  
Dr. Dianne Bryant, PhD 
Lyndsay O ’Brecht, M.Sc (can.)

4 of 6 | ?  a § e P a t i e n t I n i t i a l s :

V e r s i o n :  A p r i l  13,  2 0 1 0
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vT I«'I' « F O W L E R  
)  t ' '  K E N N E D Y

CO N SEN T FORM

Title of Research :
A Randomized Double-8 ind Clinical Trial to Investigate the Use of Autologous 
Conditioned Plasma (ACP) for Patents with Plantar Fasciitis

I have read the letter of inforntafon, have had the nature of the study explained to mef 
and I agree to particpate in the study. All questions have been answered to my 
satisfaction.

Prnted Name of Signature of Date
the Participant the Participant

Printed Name of person 
responsive for obtaining 
informed consent

Signature of person Date
responsiWe for obtaining 
informed consent

5 of 6 I ?  a f  e P a t i e n t  i n i t i a l s :

V e r s i o n  A p r i l  1 3 ,  2 0 1 5
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□ I would like to receive a copy of the results of this study. 

Please mall to:

6 of 6 | P a g e Patient  initials:

V & r $ i o n : A p r i l  1 3 2 0 1 0
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Appendix D: Copyrighted material permission

Figure 1

Subject: Re: Homepathic Treatment for Plantar Fasciitis Date: 11/11/10 03:55 PM 
To: Lyndsay O'Brecht From: Sanjib Sarkar
I am the publisher.

On Thu, Nov 11, 2010 at 3:07 PM, Lyndsay O'Brecht wrote:
Thank you so much for your quick and kind response. I actually need permission from 
the publisher. Can you point me in the right direction????

Thanks again,
Lyndsay

On 11/11/10, Sanjib Sarkar wrote:
I wrote the article. You can use the information with my consent. 
Thanks,

On Thu, Nov 11, 2010 at 2:38 PM, Lyndsay O'Brecht wrote:

Hello:

I am a Master's student at the University of Western Ontario. I am currently preparing my 
thesis and found an image on the page:

http://blog.hmedicine.com/homeopathv-and-homeopathic-medicine-
blog/bid/12642/Homeopathv-Treatment-For-Plantar-Fasciitis

that I would love to use in providing background information on plantar fasciitis. I 
noticed the material is copyrighted so I am inquiring to know if you could direct me 
toward who to contact to obtain consent to use the image.

Thank you,
Lyndsay

http://blog.hmedicine.com/homeopathv-and-homeopathic-medicine-
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Figure 2

Subject: Re: Permission to use muscles of the foot picture Date: 11/26/10 10:08 AM 
To: Lyndsay O'Brecht
Sorry to be so late in replying to your request, Lyndsay but have been on the 
road. Please feel free to use whichever images you need. I hope this isn't to late 
for you. Best of luck on your thesis work.

Dr. Wesley Norman

Figure 3

Subject: ACP® study 
To:
Dear Lyndsay,

This is no problem what so ever.

Best of luck in you master's endeavors.

Regards,

Josh

Josh Kames
Manager, Research and Development 
Arthrex Inc

Date: 11/12/10 04:10 PM 
From: Josh Kames

Serene Stash
Supervisor, Telecommunications 
Arthrex, Inc.

-----Original Message-----
From:
Sent: Thursday, November 11, 2010 12:11 PM 
To: Serene Stash 
Cc: Webmaster
Subject: Contact_Us_English_ Form Submission Results

Name: Lyndsay O'Brecht
Company: University of Western Ontario
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Message Category: Research 
Message: Hello:

I am a M.Sc. candidate that is involved in a randomized clinical trial funded by Arthrex 
Incorporated through the Fowler Kennedy Sport Medicine Clinic in London, Ontario.
The title of the project is "A Randomized Clinical Trial to Investigate the Use of 
Autologous Conditioned Plasma (ACP®) for Patients with Plantar Fasciitis".

One of the requirements as a student of the University of Western Ontario is to write a 
thesis summarizing the results of the experiment that were completed during my time in 
the program. I was hoping to use a diagram provided by the Arthrex to supplement my 
description of the clinical trial.

Specially, I am inquiring whether I may use a figure named "Figure 1 Steps in production 
of ACP® using double syringe system" taken from the article called "Autologous 
Conditioned Plasma Double Syringe System" by Arthrex Research and Development.

Thank you for your time and consideration,
Lyndsay
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Screening Form

Reasons for exclusion from study participation (Check all that apply)
* If yes is checked for any of the exclusion criteria, this patient is not eligible for 
participation.

Yes No
(^ )  Ç'jt 1. Tendon rupture, neurological or vascular insufficiencies in the painful heel
(^ )  Ç jj 2. Paget disease or calcaneal fat pad atrophy
(^ )  Ç jj 3. Fracture of the calcaneus
Ç j) ifj) 4. Ankle inflammation
(~Jj ifj) 5. Recent infection in the treatment area
(^ )  Ç j) 6. History of rheumatic diseases, collagenosis or metabolic disorders, 

immunosuppressive therapy or coagulation disturbance and/or therapy 
(^ ) Ç j) 7. Long term treatment with corticosteroids 
(^ ) Çj) 8. Previous surgery on the heel 
(^ )  Ç jj 9. Malignant disease
(^ ) 10. Diabetes mellitus, severe cardiac or respiratory disease
(^ )  11. Significant abnormalities in hepatic function
Ç'J) Ç j) 12. Participation in another clinical study at the same time.

14. Please indicate the status of this patient
O l 3 .  1 This patient is eligible and gives consent for participation 
O l 3 . 2  This patient was missed. Reason: 1
O l 3  .3 This patient is eligible but will not consent (Go to Demographics Form) Reason 
(please confirm with patient): 1
'-—-'13.4 This patient is not eligible for participation (Go to Demographics Form)
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ACP® Plantar Fasciitis

Demographics

I Icheck this box if  the patient does not consent to having their demographic 
information recorded

1. Date of birth:

Y Y Y Y M M D D

2. Affected Side: CDright O le f t  O 'both

3. Dominant Side: C3right (3 le ft

4. Gender: O m a le  *Ofemale

5.1. Height: *Ocm Clinches

5.2 Weight: *Okgs *Olbs

6. Have you ever smoked cigarettes? C V e s  O no

7. Occupation: Specify:

Classify. (^Requires sustained standing, walking and/or weight 
bearing

C^Desk job

C3other (specify): I

8. Type of employment:

C-W ll-time *Opart-time Ostay-at-hom e parent

O R etired  O stu d en t O o th er : I

CAjnemployed/Social Assistance Ofyolunteer

9. Have you had to reduce your hours of work because of your plantar fasciitis?
O y  es C^No O n /A
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10. Haveyou had to modify your duties at work because of your plantar fasciitis?
O y  es O n o O n /A

11. Check this box if you are off work for reasons unrelated to your plantar fasciitis EH 

If you checked the box, please describe the reason: I

Are you receiving third party compensation? CEVes O no

12. Date of onset:

Y Y Y Y M M D D

13. Activity at onset:

CEActivity o f  daily living Q w o r k

CEno specific injury recalled CEsport Please specify:

CEover-the-counter CEcustom

14. What previous treatment have you had on your plantar fasciitis?

Please check all that apply.

I Physical Therapy (heat, iontophoresis, 
ultrasound, etc.)

1__ lorthoses

1 ¡Taping or heel pads

I__ Ishoe modification

l__ Eight splints

EZEopical analgesic or anti-inflammatory gels 

1 [prescription analgesics or NSAIDs 

1 Local anesthetic injections 

1 lElectrocorporeal Shockwave Therapy 

EHsurgery 

1__ Icorticosteroids

L lo th e r  Please specify:
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ACP® Plantar Fasciitis

Medication Form

Are you taking any medications related to your planter fasciitis? For each medication 
listed below, if you are taking the medication then please indicate this by clicking on the 
box beside the medication. For each medication that you indicate that you are taking, 
please indicate how often you are taking that medication (daily, weekly, occasionally). 
Yes No
(^ )  (T j) Non Steroidal Anti-Inflammatory Drugs (NSAIDS)

1 lAspirin 

I Icelebrex

1 llndomethacin (Indocid)

1__ llbuprofen (Advil)

I Ipiclofenac (Voltarin, Arthrotec)

l__ klobicox (Meloxicam)

I Waproxen (Naprosyn)

I lother (please list): I 

IZHother (please list): I

C 3oa ily  C 3w eekly  

CCoaily O X veekly  

C^Daily C X veekly  

C 3oaily  O w e e k ly  

C 3üaily  C H veekly  

O O a ily  CCweekly 

O O a ily  C H veekly  

C^Daily O w e e k ly  

C^Daily O w e e k ly

Choccasionally 

O occasion a lly  

O occasion a lly  

Ch'Occasionali y 

'O occasionally  

Choccasionally 

O occasion a lly  

O occasion a lly  

O occasion a lly

Are you taking this/these medications because o f your planter fasciitis? O y  es O no

Yes No
(^ )  (T jj Pain Killers

1 ffylenol Regular Strength 

1 (Tylenol Extra Strength

I__ lother (please list): I

CHother (please list): I

(O ü a ily  O X veekly Choccasionally 

G hoaily C hw eekly 'O occasionally  

Ch'Daily CCweekly O c c a s io n a lly  

O 'D aily  0 \V e e k ly  O'Occasionally

Are you taking this/these medications because o f your planter fasciitis? O y  es C O io

Yes No
Çj) (^ N arcotics

I Llorphine O^Daily O K veekly O )occasionally

C d o x y  codone (Percocet, Oxycocet, Endocet) O O a ily  C X veekly  O O ccasionally
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O tia i ly  C 3w eekly  C3occasionally  

C^Daily O w e e k ly  C3occasionally 

C^Daily O w e e k ly  (^Occasionally  

G lD aily  C 3w eekly  C3occasionally  

O o a i ly  O w e e k ly  O occasion a lly  

C 3oaily  Q w e e k ly  C3occasionally  

C^Daily C 3w eekly  C3occasionally  

Are you taking this/these medications because o f your planter fasciitis? OYes O no

L i)e m e ro l

EZbodeine

1 halwin 

I klethadone

1__ [lylenol #2, Tylenol #3

EHother (please list): 

LZZlother (please list):
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ACP® Plantar Fasciitis

AOFAS Ankle Midfoot Scale

PAIN

«loneO nc

O M ild , Occasional 

(^M oderate, Daily 

G s e v e r e , almost always present

Activity limitations, support requirement

O n  o limitations, no support necessary

O n  o limitations o f daily activities, limitations in recreational activities, no support 

C G im ited  daily and recreational activities, cane

C 3severe
brace

limitation o f daily and recreational activities, walker, crutches, wheelchairs,

Maximum Walking Distance (blocks)

C^Greater than 6 blocks

O 4-6 blocks 

O l - 3  Blocks 

C O s s  than 1 block

Footwear Requirements

G W shionable, conventional shoes, no insert required 

C^Comfort footwear, shoe insert 

C O fodified  shoes or brace

Walking surfaces

O no difficulty on any surface

C^Some difficulty on uneven terrain, stairs, inclines, ladders 

C G evere difficulty on any terrain, stairs, inclines, ladders
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Gait Abnormality

C^None, Slight 

C 3obvious

CDviarked

Alignment

O G o o d , plantigrade foot, midfoot well aligned

C t a ir ,  plantigrade foot, some degree o f midfoot malalignment observed, no symptoms 

C3poor, nonplantigrade foot, severe malalignment, symptoms

Foot Alignment

CW eutral

Q pi anus 

C 3cavus
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Plantar Fasciitis Pain/Disability Scale

1. Rate your pain on a scale of 1 to 100.

1 _____________________________________________

ACP® Plantar Fasciitis

2. How many days a week does pain affect your mobility?

3. Is the pain on the surface or deep? C3surface C^Deep

4. Where is your pain located?

O t  oes C W l l  o f foot C^Mid sole O B ottom  of heel

5. In the past 6 weeks how often have you had pain?

C^Every other week 

O o n c e  a week 

C3()nce a day 

C 3viany times a day

6. How often since the onset of pain, have you been pain free?

C 3w eeks  

C^Days 

O h  ours 

O M in u tes

7. How long does the pain last?

C 3only when I overexert 

C3pain lasts for less than one hour 

C3pain lasts for one to two hours 

C^Pain lasts for more than two hours

100
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8. In the past 6 weeks what time o f day is your pain the worst? (Note this specifically for 
diagnosis o f  different problems)

C3Always the same 

C^Only in the afternoon 

C W t h  day and night 

C^Only when you first get up

9. In the past 6 weeks does the pain make it hard to get to sleep?

O n  ever 0 ) s o m e  nights O W lost nights C W e r y  night

10. In the past 6 weeks, how often does your pain awaken you?

O n  ever C 3som e nights C^Most nights O fevery  night

11. How difficult is it to cope with your pain?

C^Easy to deal with 

(O lnconvenient 

'O'Troublesome 

C )A lm ost Impossible

12. How much does the pain interfere with your athletics or with weight-bearing 
activities such as walking?

O n  ever C3occasionally O^Frequently C3Always

13. When you awake, how many minutes must elapse before you can walk comfortably?

O n  o time

C^Less than 10 minutes 

O i  1 to 30 minutes

O l t  takes over 30 minutes until you are able to walk comfortably

14. Is it more comfortable to walk on your toes than walk flat footed? C^No O V e s
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15. Please check the columns below that describes how much your pain affects you in 
different conditions.
Activity Not at all Very little Moderate Severe
Walking in the morning O O O O
Standing up on toes O O O O
Driving O O O O
Climbing Stairs O O O O
Descending Stairs O O O O
Reaching up O O O O
Bending over O O O O
Walking bare foot O O O O
Standing after watching a movie O O O O
Riding a bike O O O O
Running a short distance O O O O
16.How often do you take medication for your pain?

O t e s s  than once a week 

O se v e r a l times per week 

O o n c e  Daily

C W o re  than once every day, since injury

17.Describe the medications' affect on your pain.

O l t  always stops the pain 

O ü ecrea ses  the pain 

C A jsually takes the pain away 

O ld tt le  or no affect on the pain

18. How does the pain affect you emotionally?

C 3 no affect

O l t  causes anxiety

O r h  e pain worries me daily
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G t  makes me consider giving up my recreational activities

19. Rate the limitations that your pain/injury affects your daily life style. 

O t)o e s  not limit your lifestyle

C3some activities avoided (ie. riding in car or sitting in stadium for hours) 

O you avoid all activity due to injury
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ACP® Plantar Fasciitis

Physiotherapy Form

Have you attended physiotherapy since your last visit? Oŷ Ono
Number of Visits

(^ )  > 3 visits per week
1 - 2 visits per 
week

C )  <  ̂ v ŝ*t Per wee^' State the estimated number of visits:
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Adverse Event Report 
Please use one form for each event.

1. Date of Onset 

Y Y Y Y  M M D D

ACP® Plantar Fasciitis

2. Please indicate the Adverse Event you are reporting:

Please specify: O superficia l O o e e pC3a. Infection

O b .  Pain 

O c .  Swelling 

O d  . Stiffness 

C3e. Ligament rupture 

O f  . Hematoma 

O g .  Bruising

O h  . Numbness at the injection site

O i .  Other Please specify: I

3. Was the patient admitted to the hospital? O noO y es

Date of 
Admission

Date of 
Discharge

Y Y Y Y  M M  DD

Y Y Y Y  M M D D
O r h i s  patient has not been discharged from 
the hospital

4. List of actions implemented (if more than one action implemented, please indicate 
top 3)

Q  .1 Expected to resolve with no treatment 

n . 2  Patient does not wish to proceed with treatment
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CZk.3 No treatment exists

ED4.4 Non-surgical treatment 

CZI4.5 Medication

Please specify:

□ 4 . 6  Surgery Please specify: i

LJ4 .7 Other Please specify: f"
i Select the number of medications associated with this adverse event

Medication
Name Dose Unit

Administration
Route

(oral/IV/etc.)

Frequency 
(per day)

Duration 
(no. of 
days)

1 1 1

Medication
Name Dose Unit

Administration
Route

(oral/IV/etc.)

Frequency 
(per day)

Duration 
(no. of 
days)

1 1 r~ |

5. Has this adverse event resolved?

O y e s ,  record the date resolved

Y Y Y Y  M M D D

C W ,  ongoing, but expected to resolve (Follow-up required until resolved or study 
end)

O no, ongoing, NOT expected to resolve (Follow-up required until resolved or study 
end)


