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Editorial.

This is the first edition of the FIMM Newsletter. The principle idea of the Newsletter is that it will be published between copies of the FIMM NEWS. It is not meant to be a smaller version of the FIMM NEWS and is designed to bring general information from the parent body of FIMM to the national society members. The Newsletter will be produced electronically and hard copy will be posted to those Societies where there are no current e-mail connections. It is then envisaged that the Executive of those member Societies will then distribute the Newsletter to their own members by way of e-mail or reproduction in their own Journal or Newsletter. It is not possible for the Executive of FIMM to contact all member doctors of the organisation and as such, we are reliant upon active help from the member Societies.

In the past there has been some breakdown in regular and active communication between the parent body of FIMM and the member Societies. It is the aim of the current administration to attempt to overcome this lack of communication. The more interaction there can be, the greater the advancement of Manual/Musculoskeletal Medicine (M/MSM) on the world scene. To this extent the parent body and all member Societies are totally dependent on each other. If all Nations work together, then FIMM will become a strong unified organisation. Not only we as a specialist medical group of doctors will benefit, but also all our patients will hopefully enjoy an overall better standard of medical care. 

The Newsletter will distribute current happenings within FIMM and will try and advertise events of importance. All Societies are therefore welcome to send any information to me about Conferences, teaching courses or any coming events that they feel will be of interest to other member Societies. The announcements in this edition are limited, although I hope they will be able to be expanded in future copies. It is not the intention to reproduce the same type of articles that appear in the FIMM NEWS. That publication will be for the finer and more precise details of the functioning of FIMM, for example the minutes of the General Assembly, specific reports by the Chairmen of the Committees and the financial statements.

I trust you find some interest in this initial edition and I look forward to your comments, help and any constructive criticism. Please remember that this Newsletter belongs to all members. The greater the feedback I receive on these contents and the more information you can send me for publication, the better the end product will be.

Ron Palmer,

Editor.

Note from the President.

Dear colleagues,

You are reading FIMM's first Newsletter! I am very satisfied that the Secretary General took this important initiative. The Newsletter will regularly alternate with the FIMM NEWS. This is one more step forward to improve FIMM's public relation and information policy.

Dissemination of information has been one of the Executive Board's most urgent concerns. Several measures have been taken lately. The Newsletter will be published in English and be sent to you as often as necessary. It will hold short and preliminary information. The FIMM NEWS will continue to be edited in three languages and will remain FIMM's official medium of communication.

In order to disseminate information FIMM has to rely on a functioning network. It has been quite difficult to keep a list of 27 members with their Presidents, Secretaries and Treasurers updated. Therefore FIMM asked the Swiss Medical Society for Manual Medicine (SAMM) to guarantee this service by its office and Director (Dr. Jennifer Langloh). The service includes updating the list of national Executives and their Boards on a bimonthly basis and disseminating any FIMM information. The Board of the Swiss Society accepted the proposal at its meeting in March and the Swiss office is working on an operational solution. The message is: FIMM will very soon have a functioning network at its disposal. The Swiss society will cover the costs in the near future. FIMM would like to thank the Swiss Society very much for its initiative.

Dr. Paul Cohen has accepted the position of FIMM's IT Manager. He already has made some substantial proposals. Some of you might know Paul Cohen as a former member of the Scientific Committee. Paul Cohen is acting as FIMM's web-publisher. He will be responsible for the outline of the site (in three languages)  and implement all the information. There will be an important download section and numerous links, especially to the sites of FIMM's members. Paul Cohen will be a "toughie" and will actively collect the information to be placed. The Board will still have to decide on and accept the proposed outline. The system shall be operational in its first version by September 2003 and hopefully be presented at the General Assembly 2003 for ratification.

Thanks very much to Dr. Hans Schmid, former FIMM Treasurer. Hans Schmid accepted the task of a FIMM Archivist. This task has been assigned to him some years ago at the General Assembly in Dresden. Thank you for confirming the assignment again.

That brings me to mention our most important event this year: I hope the Executive Board will be able to welcome many delegates on the occasion of the General Assembly held in Montreux (Geneva), Switzerland from September 26-28, 2003. The agenda will be most interesting and Montreux is a very pleasant place to meet. Thanks again to the Swiss Society for their invitation.

Dr. Bernard Terrier.

FROM THE DESK OF THE SECRETARY-GENERAL.

G’day to you all. As most of you will know, I am from ‘Downunder’. In other words, Australia. This is the first time FIMM has had a Secretary-General from outside Europe. I have already indicated that this will not be another FIMM News in the Editorial. I do expect you to take what I write in a serious vein although it will be distributed without any pretence. I have many friends within FIMM and they know that my feelings about our specialist field of Manual/Musculoskeletal Medicine are as strong as they can possibly be. If that were not the case, then I certainly would not be trying to do this particular job in the manner that it is currently being carried out. 

In the past FIMM has been a bit of a “Club”, however that has now changed. Policy is not my portfolio, so I leave all that entirely to the President. The role of the Secretary-General is to get communication to the member Societies. That is exactly what this Newsletter is all about. To be successful FIMM needs your co-operation. You have to distribute this to your members and we need information coming back to my desk. In any Organisation, bilateral communication is essential. This has been a major problem of administration in the past.

FIMM has grown to 27 member National Societies and we have two others, Japan and Bulgaria seeking admission as full members. These nominations will be placed before the General Assembly in September this year. I have already had some interesting conversations with the South Korean Society that was admitted as a full member at the GA in Kuopio (Finland) last year. I know as Europeans, you may be a little unaware of the size of the Asian population. Being from Oz we are part of the Asian region. Much of our international trade is with Asia and our economy is dependent on them. The population of Asia is one-third the world’s population. I see the admission of South Korea and the application from Japan as a major step forward for M/MSM on the world scene. FIMM has appointed me as coordinator for Oceania and Asia and I hope to be able to find other Nations in the region wishing to join FIMM. This new expansion of FIMM I personally find exciting.

The last edition of the FIMM NEWS was produced in French, German and English. It was a substantial publication and to achieve this required much help from the President, Bernard Terrier and the Deputy Sec-Gen, Michel Dedee. I hope you all enjoyed the publication. We will try and keep the standard up there in future editions.

In this Newsletter there are some advertisements for coming events, not the least being the next Congress in Slovakia and the next General Assembly in Switzerland. I hope I can meet many of you at those venues. I have recently sent out some information from the Chairman of the Scientific Committee and there will be further information forwarded from this desk. The role of the specialist Committees of FIMM is to attempt to get relevant information to you and your members. The research work we are doing on your behalf is of no use unless it is passed on to the members of your Societies. Expense can be justified if the standard of treatment to patients can rise. After all, that is the principle aim of being a medical practitioner. Thank you.

Ron Palmer.

13 GOLDEN GCP RULES

FOR

Investigators Initiating

Efficacy Studies in

MANUAL/MUSCULOSKELETAL MEDICINE
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SCIENTIFIC COMMITTEE FIMM

Lars Remvig MD, Richard Ellis, MD.

13 GOLDEN RULES for Good Clinical Practice
1.Introduction

Investigator responsibility for Good Clinical Practice (GCP) in therapeutic trials in humans is globally accepted, in particular when the trials are about efficacy of new medicines. The complex requirements, presented as GCP guidelines by the International Conference of Harmonization, have been simplified into 12 “rules” where GCP compliance is most important (1).

However, it is obviously also important to apply GCP to other clinical investigations – i.e. efficacy trials in manual/musculoskeletal medicine - that may have an impact on the safety and well being of human subjects.

Consequently the Scientific Committee of FIMM has adopted the “12 Golden Rules” published by David Hutchinson (1), and revised them into “13 Golden Rules” in order to fulfil the demands in manual/musculoskeletal medicine.

An investigator who is able to implement, in each trial, all of the recommendations made in the 13 Golden Rules will not only gain the respect of both the regulatory authority GCP inspectors and study sponsors, but will no doubt also have a higher rate of success with respect to fulfilment of the intended trial.

GCP implementation is often tedious and some actions may be perceived as pointless and bureaucratic. However, subject protection and the collection of reliable data are important in all trials. Strict adherence to GCP ensures that the quality processes are in place to meet these goals every time.

2. Who can be an investigator?

A. Qualifications and experience

The investigator in charge of an efficacy trial should be qualified by education, training and experience to assume responsibility for the proper conduct of the trial, should meet all the qualifications specified by the applicable regulatory requirement(s), and should provide evidence of such qualifications through an up-to-date curriculum vitae.

B. Facilities

Investigators should also have:

The appropriate facilities and equipment.

Suitable co-workers.

A reliable number of suitable subjects to enter the trial.

Be committed to complying with the requirements of GCP.

C. Time and availability

The investigator must have time to do the study. Time is needed:

To identify and screen suitable subjects for the trial.

To spend with trial subjects, as appointment times will be much longer than usual.

To brief research team members and review the progress of the trial.

To complete paperwork: Trials generate numerous documents.

RULE   1
Know and Follow the Study Protocol 

· Read it

All research team members should read and be familiar with the protocol.

· Agree it

All investigators need to agree with all aspects of the protocol. Any areas of concern should be discussed thoroughly.

· Sign it

By signing the protocol you are making a formal agreement to adhere to it at all times.

· Follow it

Non-adherence to the protocol, no matter how minor, may have a major effect on study outcome. All deviations from the protocol should be recorded.

· Make it available

The protocol should be available at all times to all members of the research team, best as a copy to each researcher.

NB! The protocol is a confidential document and its distribution should be controlled and recorded.

· File it
A copy of the final protocol should be placed in the study file. Old versions should be clearly marked as being out of date and should be filed away from the current version to avoid confusion.
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Rule 2. Select, Train and Log Suitable Study Personnel

· Log of study personnel

A log of all study personnel with significant trial-related duties is required. This should list each individual’s name, job title, dates of involvement in the study (no matter how short this time is) and their specific role.

· Investigators’ CVs

Signed and dated CVs should be kept for all investigators who recruit subjects, undertake assessments, complete record forms and obtain informed consent.

· Keep people informed
All study personnel – sub-investigators, study nurses, physio- or occupational therapists, administrators and members of supporting departments – need to be fully informed about the study.

Regular meetings should be held to review activities and progress.


RULE   3
Ensure Study Equipment is Adequate

The investigator can use the acronym “SCAM” to check that the study equipment (electronic goniometers, strength measurement instruments, Laser and Ultrasonography treatment devices, etc) meets requirements.

· Suitable
Read the protocol to check that the correct equipment is being used.

· Calibrated and checked

Some instruments require regular calibration to ensure that  they 

perform correctly. Calibration records should be available.

· Available
Make sure that equipment is available from start to finish. There may already be too great a demand for it.

· Maintained
All equipment should be regularly maintained. Records should be available.


RULE   4
Maximise Trial Subjects’ Protection

· Ethics

Before starting a trial, the investigator should obtain an Independent Ethics           Committee’s written approval of:

· The final study protocol.

· The consent form.

· The information given to trial subjects.

· The recruitment methods.

· Consent

· Subjects should be fully informed about the trial.

· Information should be provided to the subject verbally and in writing.

· Subjects should be given ample time to ask questions and make a decision.

· The subject’s freely given consent should be obtained in writing before any study-related procedures – i.e. those defined in the protocol – are carried out.

· Both the person obtaining consent and the trial subject need to sign and date the consent on the same occasion.

· Subject may need to re-consent to taking part in the study if important new information becomes available.

· Special procedures exist for subjects to be considered to be vulnerable cases and for those who are unable to read.


RULE   5
Predict Accurately and Log Subject Recruitment

· Predict potential subject recruitment using both past data and current information – do not guess! Entry criteria will exclude many potential subjects. Some subjects will not want to participate.

· The selection of suitable subjects is important: follow the inclusion and exclusion criteria in the protocol exactly.

· Keep a log of screened and recruited subjects (full name, study number, hospital or practice identification number).

· Clinical trials take time and effort – the recruitment of suitable subjects is often difficult. Consult the Investigator in charge if you are having problems.

· Never be pressurised into entering unsuitable subjects.

· Subjects may withdraw at any time. If they decide to do so, try to obtain and record a reason.


RULE   6
MeticulouslyDescribethe Manual/Musculoskeletal Medicine Intervention in the Trial

In trials in manual/musculoskeletal medicine authors have so far used the term manipulation without any further description of the procedure. This is an insufficient description. 

Therefore:

· Describe in detail the technology:

· Mobilisation without impulse.

· Mobilisation with impulse (High velocity low amplitude thrust).

· Muscle energy technique.

· Myofascial release.

· Functional indirect technique.

· Etc.

· Describe in detail the procedure:

· Pre-treatment with cold or hot packages etc.

· Soft tissue treatment.

· Traction.

· Mobilisation.

· Etc.

· Describe in detail post-treatment procedures (home exercises):

· Kind of exercises.

· Number of repetitions/number of circuits/sessions per week.


RULE   7 
Meticulously Document Medications as well as Treatment Accountability

In some trials in Manual/Musculoskeletal Medicine medication is a part of the intervention in the trial. Therefore:

· Keep extremely detailed records of trial product:

· Received from the sponsor or the pharmacy.

· Present at the study site.

· Dispensed to each subject.

· Returned from each subject.

· Returned to the sponsor.

· Follow the instructions relating to the storage of the study drugs.

· Encourage subjects to return both empty and unused treatment packs – these can be used to measure compliance.

· Do not destroy or dispose of returned medication packs – the study sponsor/pharmacy will advise you what to do with them.

In case of trial subjects home treatment/exercises:

· Make a diary which should be used by the subject and inform about the purpose of this diary.

· Instruct the subject in the proper use of the diary.

· Encourage the subject to return the diary at each regular control visit.

· Keep the diary in the subject’s case report.


RULE   8
Record Data Carefully

· Complete the case report form (CRF) fully and legibly. Data entered should be accurate.

· Avoid missing out any data.

· Date and initial all changes that you make.

· Make sure that any changes you make are clear – writing on top of the original entry should be avoided.

· Do not obliterate the original entry.

· Do not use correcting fluids.


RULE   9
Ensure the Quality of Laboratory and X-ray Evaluations

If laboratory or X-ray results are needed or used in efficacy trials in manual/musculoskeletal medicine, there are some aspects that one should be aware of:

· Follow the method of sample collection/X-ray exposure described in the protocol. Make sure that appropriate staffs are familiar with the requirements.

· Focus on sample quality – avoid delays in analysis/X-ray description and handle samples as per the protocol. Label samples/pictures carefully.

· An appropriate person must review all laboratory results/descriptions and abnormal results should be commented upon. Abnormalities should be followed up until resolution.

· Have documentation from the laboratory including 

· Reference ranges 

· Details of analytical methods 

· Quality assurance information


RULE 10
Maximise Data Quality

The investigator should make sure that:

· All those collecting data are familiar with the method being used. Trials often involve assessment methods that are not routine, and training and practice in their use are often required to ensure a consistent approach.

· All trial data are accurately recorded in the case report forms. Ideally, key trial-related data should also be recorded in the subject’s files. This allows reconstruction of the trial in the event that case report forms are lost.

Source data verification

Monitors, auditors and regulatory authority inspectors may require access to the subject files and the case report forms, in order to ensure that all data are correctly and reliably recorded. This is a quality process.


RULE 11
Ensure Timely and Efficient Safety Reporting 

· Adverse Events:

An adverse event in an efficacy trial in manual/musculoskeletal medicine is any untoward medical occurrence in a trial subject who has been administered manual/musculoskeletal medicine including a pharmaceutical product. The event need not have any relationship with the treatment per se, but can as well be a late reaction. For example vertigo after a cervical manipulation that results in a fall from a bicycle after the patient has left the outpatient clinic.

· Serious Adverse Events:

The ICH GCP guidelines define a serious adverse event as an untoward medical occurrence that 

· Results in death 

· Is life threatening 

· Requires in-patient hospitalisation 

· Prolongs existing hospitalisation 

· Results in persistent or significant disability/incapacity.

The investigators should refer to the protocol for the definition of a serious adverse event. These must be reported immediately to the investigator in charge in order to inform the health authorities.

RULE 12
Maintain Good Trial Files and Archives

· All study documents must be stored in a safe, secure and confidential environment.

· Avoid leaving trial files lying around for all to see and remove.

· Control access to the trial to prevent important documents from going missing.

· Certain documents are kept uniquely be the investigator in charge: 

· Source documents – subject files, X-rays, original reports 

· Consent forms 

· Subject recruitment log. 

Secure these like “gold” and ensure that they do not get lost or destroyed     permanently.

· Once the study has ended, the investigator in charge is obliged to keep study related documents for a long period of time, often for as long as 15 years. Identify suitable archiving space.

· Clearly mark subject files to show that the subject has been in the trial – a trial label on the outer cover and on a relevant page in the files will suffice.


RULE 13
Keep Everyone Fully Informed

The investigator should

· Ensure that all personnel at the study site are fully informed about the trial (including any amendments as the trial progresses), and ensure that they have access to relevant trial documents.

· Make clear what has been delegated and to whom.

· In case of drug administration, read and refer to the information brochure about the test product.

· Make sure that the trial subject is fully informed about the trial and what is expected of him/her.

· Inform the subject’s primary care physician that the subject is to participate in a trail (as appropriate).

· Inform the investigator in charge if there are any problems.

· Report serious adverse events immediately to the investigator in charge, and keep him/her informed of further developments and outcomes.

· Inform the Ethics Committee of the trial status at least annually.

· Inform the Ethics Committee when the trial is finished or if it is terminated earlier than planned.

· Inform all members of the research team and other interested parties of the outcome of the study.

· Follow-up any outstanding matters at the end of the trial.


Proposed FIMM Academy.

                                 Dr. Michael Hutson

Vice President.

"A proposal for the development of the FIMM Academy by the FIMM Scientific Committee (SC) has been approved by recent FIMM General Assemblies.   The Academy will enhance and develop scientific approaches that focus on musculoskeletal problems, and encourage collaboration between scientists and teachers, by providing individual multinational membership.

At the first Executive Board meeting under the chairmanship of President Bernard Terrier in Odense, Denmark in January 2003, it was agreed that I should have responsibility for the further work that is required.  Discussions have already taken place in the FIMM SC, FIMM SC Academy subcommittee, FIMM Policy Committee, and FIMM Executive Board.  A draft Policy document and proposed 'Articles of the Academy' (Constitution) have been drawn up, and the contents subjected to further scrutiny.
 

More definitive draft documents will be submitted to the FIMM Executive Board for consideration prior to the next General Assembly (in September 2003) in Montreux.  I will then make a presentation about the proposed Academy to the GA.  Appropriate time will be allocated for debate.  By these means, all national society delegates, Federation officers, and committee members will be given an opportunity to express their views on the detail and final outline of the proposed Academy."

CONFERENCES.

GENERAL ASSEMBLY, 2003.

The next General Assembly of FIMM will be held at Montreux, Switzerland, on September 25-27 by invitation of the Swiss Medical Society for Manual Medicine.

Montreux is situated on a lake a short 40-minute train ride from Geneva.

For early details please contact Dr Denis Dupont at the following e-mail

Denis@vtxnet.ch
 

FIMM CONGRESS, 2004.

The Fourteenth FIMM Triennial Congress is to be held in Bratislava, Slovak Republic, on September 15-18, 2004.

The title for the Congress will be:

Manual/Musculoskeletal Medicine and Pain:

Evidence and New Challenges.

Congress Chairperson is Dr Lubica Sorfova. She can be contacted via e-mail:

sorfova@npba.sk
The Congress Website is:

www.FIMM2004.sk
NZAMSM CONFERENCE
The New Zealand MSM Conference will be held at Queenstown, South Island, New Zealand, on September 4-7, 2003. It will be staged at the Millennium Hotel, Queenstown. The title will be:

MUSCLE PAIN.

Dr Steve Bentley, New Zealand Society President, will be Chairman. He can be contacted via e-mail at:

Stevelf@ihug.co.nz
Website: 

www.musculoskeletal.co.nz
Conference Keynote Speakers will be:

Prof. Siegfried Mense (Germany)

Prof David Simons (USA)

Prof Nik Bogduk (Australia)

Conference Organiser:  kim@ds-nz.com
                                                                      Australia

33rd Annual Scientific Conference, AAMM.

Nov. 28-29, Sydney, NSW.

“Pain in Neck”

Friday: Acute neck Pain

Saturday: Chronic Neck Pain

Conference Secretariat:

www.mpa2003.com 

E-mail: conference@mpa2003.com
In conjunction with this Conference will be a Multidisciplinary Symposium on Sunday.

Neck Pain and Whiplash.

GENERAL INFORMATION.

German MM Society.

The German Society has a Home Page that advertises both regular and additional educational courses on offer from the three MM Schools within Germany. All information can be obtained from their Website:

www.dgmm.de
American Academy of Osteopathy.

The Academy publishes a quarterly journal entitled The AAO Journal. This is available for downloading from the Website:

www.academyofosteopathy.org
The Editor-in-chief is Anthony G. Chila. He may be contacted via his e-mail at:

Achila1@ohio.edu
The Academy also publishes a newsletter each month the Journal is not produced.

Dr. Stephen Noone is the Executive Director of the American Academy of Osteopathy. He can be reached via:

snoone@academyofosteopathy.org
RADIOLOGY IN MANUAL/MUSCULO SKELETAL

MEDICINE.

Plain radiology has long been used as a standard investigation for patients presenting with low back pain. This has now been shown to be of extreme limited value and the evidence to support this practice is simply not documented in the medical literature.
Evidence based medicine (EBM) states that “plain films have no place in the primary diagnosis of low back pain.” Their role is restricted to possible investigation for RED FLAG conditions (serious conditions such as cancer) and even here that role is limited.

There is no evidence that plain films can diagnose the causes of low back pain. The rationale of using plain x-rays as a screening test is unjustified. Specifically, spondylosis, disc degeneration, facet joint degeneration or osteoarthritis are not legitimate diagnoses as the cause or source of back pain. Their correlations with back pain are either nil or poor. Also the reliability of being able to detect these conditions on plain x-rays is poor. When degenerative changes are found on radiology they are worthy of report, but their prevalence in the asymptomatic population is such that their appearance on film does not implicate them as the source of pain.

Correct and detailed history taking will reveal the presence of RED FLAG conditions and when suspected, further investigation with MRI and appropriate radiology, eg. CT scan, bone isotope scans or ultrasound will be indicated. Blood pathology testing may also be indicated when the patient history indicates relevant conditions.

Yellow flag conditions (psychosocial conditions or behavioural problems) will become evident on history taking and do not warrant radiological investigation.

                                                                            National Directorate for the Australian

Musculoskeletal Medicine Initiative

                                                            Abstract.

Decreased Gray Matter Observed in Patients with Chronic Pain

Janis Kelly

“Clinical Trends in Neurology”

Neurology Review

May 2003

Pp 16-17


Chronic pain is associated with a significant shrinkage in total gray matter, according to new imaging data.  Vania Apkarian, PhD, and colleagues at North-western University found that the greatest change in gray matter density occurred in the thalamus, in areas associated with emotional assessments and decision-making.  

The study by Dr. Apkarian and colleagues included 16 subjects with chronic neuropathic back pain and 20 controls.  A preliminary report of the researchers’ findings was presented at the 22nd Annual Scientific Meeting of the American Pain Society.  Patients with chronic back pain had significantly less total gray matter volume than did control subjects.  Gray matter concentration was decreased in the thalamus and in the periaqueductal gray, compared with controls.  Both sets of changes were bilateral. ”The results provide direct evidence for overall decrease in gray matter volume and regional decrease in thalamic gray matter density in patients [with chronic back pain]…Thalamus changes are consistent with earlier functional MRI studies, which showed decreased thalamic activity or metabolism in subjects

with chronic pain.”  Dr. Apkarian is an Associate Professor of Physiology at North-western University.  

Cause, Effect, or Chance?

Dr. Apkarian told Neurology Reviews that he is now trying to determine whether the brain changes are a cause, an effect, or a chance associated with chronic pain syndrome.  He is beginning a long-term study in about 30 patients to determine whether changes in the brain occur as a function of time in patients with chronic back pain. “Our next series of studies will track a population of patients over multiple years with multiple imaging studies in an attempt to establish whether changes are progressive if chronic pain continues or are reversible if chronic pain ceases, Dr. Apkarian said.


The data were the result of a preliminary analysis of an ongoing study comparing T1-weighted brain images from patients with chronic low back pain and age, sex, and race-matched healthy controls.  The researchers use skull-based automated morphometry to measure total gray matter volume (not including the cerebellum and the brainstem below the pons), as well as to measure regional changes in gray matter density.


`”Assuming that the results remain robust as we increase the number of subjects in this study, there is a strong implication that chronic pain changes the brain, and the only was to stop it is to stop the chronic pain...,” Dr. Apkarian stated.  “The take-home message is that chronic pain probably does not affect just the joint, skin, or peripheral nerves but actually has an impact on the brain.  It remains to be determined if these changes are causally related to chronic pain and whether they are reversible with successful therapy.” 
� EMBED PowerPoint.Show.8  ���





Remember: During the study, the protocol can only be amended by following a documented procedure agreed by the participating investigators.





Keep the log of study personnel up to date. Specimen signature and initials are required to confirm that authorised personnel completed the study documentation.





Do not assume that everyone knows how to use a piece of equipment correctly. Training should be given to ensure proper use in the trial





Follow National and Local Ethics Committee requirements





Don’t forget Murphy’s Law!





Describe in detail the technology, the procedure and post-treatment procedures











Take time to explain to each subject how, when and why they should do the exercises/take the study medication. Ensuring good treatment compliance is important





If you have to make changes don’t obliterate the original entry, and date and initial all changes











Make sure that the laboratory/X-ray management is fully briefed about the trial requirements and that a formal agreement is documented





The success of every clinical trial is dependent on the reliability and quality of the data collected and analysed.





The investigators should refer to the protocol for the definition of a serious adverse event. These must be reported immediately 











The investigator should set up study-specific study files in which all appropriate documentation is filed. 


In case you use electronic filing follow the requirements of the registration authorities








Communication is the key to the success of any clinical trial: keep people informed and be informed!





Eventually inform the trial subjects about the result!
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